
1

EPA REGISTRATION NUMBER 90335-1 



2

UNITED ST ATES ENVIRONMENT AL PROTECTION AGENCY 
WASHINGTON, DC 20460 

Dr. Priya Balachandran 
VP Product Development and Marketing 
Applied Silver, Inc. 
26254 Eden Landing Road 
Hayward, CA 94545 

March 8, 2019 

Subject: PR.IA Label Amendment - Revised to Add Claims 
Product Name: SilvaClean 
EPA Registration Number: 90335-1 
Application Date: 09/06/2018 
Decision Number: 544 12 1 

Dear Dr. Balachandran: 

OFFICE OF CHEMICAL SAFETY 
AND POLLUTION PREVENTION 

The amended label referred to above, submitted in connection with registration under the Federa l 
Insecticide, Fungic ide and Rodenticide Act, as amended, is acceptable. This approval does not 
affect any conditions that were prev iously iniposed 0 J1 this registration. You continue to be 
subject to existing conditions on your registration and any deadlines connected with them. 

A stamped copy of your label ing is enclosed fo r your records. This label ing supersedes all 
previously accepted labeling. You must submit one copy of the final printed labeling before you 
release the product for shipment with the new labeling. In accordance with 40 CFR 152. I JO(c), 
you may distribute or sell this product under the previously approved labe ling fo r 18 months 
from the date of thi s letter. After 18 months. you m:.\y only distribute or sell this product if1l 
bears this new revised labeling or subsequently approved labeling. ·T o distribute or sell" is 
defi ned under FIFRA section 2(gg) and its implementing regulation at 40 CFR 152.3. 

Should you wish to add/retain a reference to the company's website on your labe l. then please be 
aware that the website becomes labeling under the Federal Insecticide Fungicide and Rodenticide 
Act and is subject to review by the Agency, If the website is fa lse or misleading, the product 
would be misbranded and unlawful to sell or distribute under Fl FRA section I 2(a)( I )(E). 40 
CFR 156. 1 0(a)(5) list examples of statements CPA may consider false or misleading. In add ition. 
regftrclless of whether a website is referenced on your product's label, claims made on the 
website may not substantially differ from those claims approved through the registration process. 
Therefore. should the Agency find or if it is brought to our attention that a website contains false 
or misleading statements or claims substantially differing from the EPA approved registration. 
the website will be referred to the EPA's Office of Enforcement and Compliance. 
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Your release for shipment of the product constitutes acceptance of these conditions. If' these 
conditions are not complied with. the registration will be subject to cancellation in ac.;cordance 
with FIFRA section 6. If you have any questions, please contact Terria Northern by phone at 
703-347-0265, or via ema il at no r1hen1.1erria@epa.gov. 

Enclosure: Approved label 

Sincerely. 

Zeno Bain, Product Manager 33 
Regulatory Management Branch I 
Antimicrobials Division (751 OP) 
Oflice of Pesticide Progrnms 
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SilvaClean® 

.lC CEPTED 
Mar 08, 2019 

Und•• ~8 f"•mv ... ◄ t1~attlrkftit, F~,;lfl,. 
Oll'l RQUMllt:ldc /Ir.I Ii. •mnnlUIII. ID• 11,n 
;,t'l;l!«Oll"'Ubi,,1o<1.,.,,1>, 

EPA tloH r-i,, 90335-1 

Laundry additive for residual activity against post-laundry contamination. Antimicrobial texti le treatment 
for commercial and industrial use on fibers or textiles. 

Si lvaClean will kill 99.9% of Staphylococcus aureus after 6 hours of contact and 99.9% of Klebsief/a 
pneumonioe after 3 hours of contact with SilvaCl.ean treated fabric (cotton. cotton/polyester blend or 
microfiber materials). 

SilvaClean® will kill 99.9% of Candida albicans after 6 hours of contact; 99.9% of, Vancomycin-resistant 

Enterococcus faecalis (VRE), Acinetobacter boumannii, and Extended-spectrum beta-lactamase (ESBL) 
positive Escherichia coli after 3 hours of contact; and Methicillin-Resistant Staphylococcus aureus (MRSA) 
after 9 hours of contact with SilvaClean®•treated fabric (cotton or cotton/polyester blend materials) 

SilvaCleanl!!l will kill 99.9% of the following organisms on different types of textiles after the hours of 
contact time listed below: 

Microorganism Hours of Co.ntact Textile 
Staphylococcus aureus 
Klebsle/la pneumoniae 

Vancomycin-resistant Enterococcus faecalis (VRE) 
Extended-spectrum beta-lactamase (ESBL) positive 
Acinetabacter baumannii 
Candida albicans (yeast) 
Meth ici llin-R es istant 

(MRSA) 
Staphylococcus oureus 

6 hours 
3 hours 

3 hours 
3 hours 
3 hours 
6 hours 
9 hours 

Cotton, 
cotton/polyester 

blend, or microfiber 

Cotton or 
cotton/polyester 
blend 

SilvaClean® also is effective in inhibiting the growth of stain- and odor-causing bacteria and fungi (mold 
and mildew) in products to which it is applied. 

{These claims may appear on any label panel} 

SilvaClean® is composed of: 

Active Ingredient: 

Silver* .................................................................... 22.5% 
Other lngredients ................................................ 77.5% 
Total ..................................................................... 100,0% 

* from silver nitrate. 

KEEP OUT OF REACH OF CHILDREN 
DANGER: Corrosive 

See back panel for first aid and additional precautionary statements, 

Net Contents: ___ _ 
EPA Reg. No. 90335-1 
EPA Est. No. xxx-xx-x 
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Applied Silver, Inc. 
26254 Eden Landing Road 
Hayward, CA 94545 

3/8/2019 
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SilvaClean<'!I is applied to or incorporated into industrial products listed below. For non-food contact 
uses only. 

FOR COMMERCIAL AND INDUSTRIAL USE ONLY. Not for Residential Use. 

Laundry additive with residual activity against S. oureus after 6 ho-urs of contact and K. pneumonioe after 
3 hours of contact on textiles made of cotton, cotton/polyester blend or microfiber materials. Examples 
include: pillow covers, sheets, blankets1 bedspreads, apparel, uniforms, gowns, maps, cloths, and towels. 

Laundry additive with residual activity against C. a/bicans after 6 hours of contact; Vancomycin-resistant 
Enterococcus faecalis, Extended-spectrum beta-lactamase positive£. coli, and A. baumannii after 3 hours. 
of contact; and Methicillin-Resistant 5. aureus after 9 hours of contact on textiles made of cotton or 
cotton/polyester blend. Examples include: pillow covers, sheets, blankets, bedspreads, apparel, uniforms, 
gowns, mops, cloths, and towels. 

For material preservation against stain- and odor- causing bacteria and fungi (mold and mildew) of textiles 
made of: cotton or cotton/polyester blend, polyester, nylon, microfiber, spandex, and nylon/spandex 
blend. Example items include: pillow covers, sheets, blankets, bedspreads, apparel, uniforms, jerseys, 
active wear, scrubs, lab coats, quilts, liners, curtains, draperies, upholstery, towels, shower curtains, and 
carpets. 

DIRECTIONS FOR USE 

It is a violation of Federal Law to use this product in a manner inconsistent with its label. 

Laundry additive to reduce post-laundry contamination with residual activity against 5. aureus (ATCC 
6538} after 6 hours of contact and K. pneumonioe (ATCC 4352) after 3 hours of contact on textiles made 
of cotton, cotton/polyester blend or microfiber materials. 

Laundry additive to reduce post-laundry contamination with residual activity against C. albicans (ATGC 
10231) after 6 hours of contact; Vancomycin-resistant E. foeca/is, (A TCC 51299) Extended-spectrum beta
lactamase positive E. coli (ATCC BAA-196), and A. boumannii (ATCC 19606), after 3 hours of contact; and 
Methicillin-Resistant 5. aureus (ATCC 33591) after 9 hours of contact on cotton or cotton/polyester blend 
fabrics . 

Laundry additive for preservation against stain- and odor-causing bacteria and fungi (mold and mildew). 

Use as directed. 

SilvaClean"' is a concentrate that must be diluted with distilled or deionized water before use. 

Following laundering and treatment with SilvaClean®, store clean, unused linens consistently w ith the 
faci lity's infection control practices. When linens are being used, SilvaClean® remaining in linens w ill 
reduce levels of 5. oureus and C. olbicans by 99.9% after 6 hours of contact; K. pneumon;oe, Vancomycin
resistant Enterococcus foeca/is, Extended-spectrum beta-lactamase positive £. coli, and A. boumannii by 
99.9% after 3 hours of contact; and Methicillin-Resistant 5. oureus by 99.9% after 9 hours of contact. 

Dilute the following volumes of SilvaClean 111 concentrate volumes per 100 lbs of selected fabric type into 
500 or 1000 ml distilled or deionized water and dose as part of the final rinse step in the laundry process 
to achieve residual post-laundry contamination reduction: 

(01433.001/ 111 /00264<\94.DOCX) Page 2 of S 3/8/2019 
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• 0.024 oz per 100 lbs cotton 

• 0.032 oz per 100 lbs cotton/poly blend 

• 0.048 oz per 100 lbs microfiber 

Add the diluted solution into the final rinse cycle of a laundry process. Allow to soak with fabric at least 2 
minutes. 

Preservation against stain- and odor- causing bacteria and fungi (mold and mildew): Dilute SilvaClean® 
to provide 0.00016% to 0 .0014% (1.6 ppm - 14 ppm) silver on fibers or texti les. The treatment level of 
SilvaCleanl!l for a product will depend on the specific needs of the manufacturar, the text:ile being treated, 
and the level and type of performance desired. 

Treat textile by soaking in dilute aqueous solution and agitating for at least 2 minutes. 

Textile must be cle,an prior to the application of product. Retreat textile after each laundering. 

Store and manage clean linens consistently with the faci lity's infection control program and best practices. 

STORAGE and DISPOSAL 

Do not contaminate water, food, or feed by storage or disposal. 

Storage: Sto re in a s afe manne r only• in a reas inaccessib le to small children. Store in o r iginal container i r1 

dark locatron. Keep container tightly closed when not in use. 

Pesticide Disposal: Pesticide wastes are toxic. Improper disposal of excess pesticide, intermediate 
mixtl!res, or rinsate is a Violation of Federal law. If these wastes cannot be disposed of by use according 
to label instructions, contact your State Pesticide or Environmental Control Agency, or the Hazardous 
Waste representative at the nearest EPA regional office for guidance. 

Container Handling; RETURN THE CONTAINER TO APPllED SILVER; INC. in the original outer packaging 
for appropriate disposal. Do not clean out, refill or dispose of this container. 

PRECAUTIONARY STATEMENTS AND FIRST AID 

DANGER 
Corrosive 

Causes irreversible eye damage and skin burns. Harmfu l if swallowed, inhaled or absorbed through skin . 
Do not get in eyes, on skin or on clothing. Avoid breathing spray or mist. Wear- goggles, face shield or 
safety glasses. Wear chemical-resistant apron over coveralls with long-sleeved shirt and long pants, 
waterproof gloves covering hands, wrists and lower forearms. Wash thoroughly with soap and water after 
handlfng and before eating, drinking, chewing gum, using tobacco or using restroom. Remove and wash 
contaminated clothing before reuse. 

(0143'3,0Ql / 111 / 0026~494,DOct) Page3 of 5 3/8/2019 
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First Aid 
If in eye5: Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove 

contact lenses, if present, after the first 5 minutes, then continue rinsing. 
Call a Poison Control Center or doctor for treatment advice. 

If on skin or Take off contaminated clothing. 
clothing: Rinse skin immediately with plenty of water for 15-20 minutes. 

Call a Poison Control Center or doctor for treatment advice. 
If inhaled: Move person to fresh air. 

If person is not breathing, call 911 or an ambulance, then give artificial respiration, 
preferably mouth-to-mouth if possible. 
Call a Poison Control Center or doctor for treatment advice. 

If swallowed: Call a Poison Control Center or doctor immediately for treatment advice. 
Have person sip a glass of water if able to swallow. 
Do not induce vomiting unless told to do so by a Poison Control Center or doctor. 
Do not give anything by mouth to an uncon5cious person. 

Note to Physician: Probable mucosal damage may contraindicate the use of gastric lavage. 
Have the product container or label with you when calling a Poison Control Center or doctor for treatment 
advice. 
For emergency information on SilvaClean"', call the National Pesticides Information Center at 1-800-858-
7378, 6:30 AM to 4:30 PM Pacific t ime (PT), seven days a week. During other times, call the Poison Control 
Center 1-800-222-1222. 

Follow the manufacturer's instructions for cleaning/maintaining PPE. If no such instructions for 

washables, use detergent and hot water. Keep and wash PPE separately from other laun·dry. 

ENVIRONMENTAL HAZARDS 
Do not contaminate water when disposing of equipment wash waters. This product is toxic to fish and 
aquat ic invertebrates. 

Optional Marketing Claims 

Healthcare: As part of a diligent infection control program, experts recommend that a hospital should 
seek to reduce or eliminate exposure to pathogens to the greatest extent practical. One practical, 
inexpensive way to aid in this effort is to use SilvaClean& laundry additive. SilvaClean"' provides residual 
post-laundry activity against the following pathogenic bacteria and yeast on cotton or cotton/polye5ter 
blend textiles : 5. oureus, C. albicans, K. pneumaniae, VRE, ESBL E. coli; A. baumannii and MRSA. 
S1lvaClean1.1, provide5 re5idual post-laundry activity against the following pathogenic bacteria and yeast on 
microfiber textiles: S. aureus and K. pneumoniae. SilvaClean® has residual post-laundry activity against 5. 

aureus and C. a/bicans after 6 hours of contact; K. pneumoniae, VRE, ESBL E. coli, and A. boumannii after 
3 hours of contact; and MRSA after 9 hours of contact when textiles such as bed linens and pat ient gowns 
are laundered through the SilvaClean® program and properly stored. SilvaClean® may be a helpful 
addition to an Infection Control program. SilvaClean® is not a substitute for any existing component of a 
diligent Infection Control program. Practitioners should continue to implement fully all infection control 
measures. 

Sports: As part of a diligent sports medicine Infection Control program, experts recommend that athletic 
programs should seek to reduce or eliminate exposure to pathogens to the greate5t extent practical. One 
practical, inexpensive way to aid in this effort is to use SilvaClean3 laundry additive. SilvaCleanai provides 
residual post-laundry activity against the following pathogenic bacteria and yeast on cotton or 
cotton/polyester textiles: 5. oureus, C. albicans, K. pneumonioe, VRE, ESBL E.coli, A. baumonnii and MRSA. 

{01433.001 / 111 /00l64494,DOQ<) Page 4 of 5 3/8/2019 
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SilvaClean® provides residual post-laundry activity against the following pathogenic bacteria and yeast on 
microfiber textiles: 5, aureus and k. pneumoniae. SilvaClean® has residual post-laundry activity against S. 
oureus and C. albicons after 6 hours of contact; K. pneumoniae, VRE, ESBL E. coli, and A. baumannii after 
3 hours of contact; and MRSA after 9 hours of contact when textiles such as uniforms, towels and practice 
apparel are laundered through the SilvaClean® program and properly stored. SilvaClean® may be a helpful 
addition to an Infection Control program. $llvaClean® is not a substitute for any existing component of a 
diligent Infection Control program. Practitioners should continue to implement fully all infection control 
measures. 

{01433.001 / 111 / 00?5'149<1.DOCXf P.age 5 of S 3/8/2019 
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Northern, Terria 

f=rom: 
Sent: 
To: 
Cc: 
Subject: 
Attachments: 

Importance: 

Zeno and Terria : 

Sheryl Lindros Dolan <sdolan@actagroup com> 
Friday, March 08, 2019 1 :55 PM 
Bain, Zeno 
Heather F. Collins, M S.: Northern, Terria 
RE: PRIA Completed' Action 90335-1 
00264498.pdf; 00264497. pdf 

High 

A redline version of the label showing this one additional change (document number 264498) and a clean version with the 
change accepted (document number 264497) are attached. 

Please advise if you need us to do anything else. 

Thank you and best regards. 
Sheryl 

SHERYL LINDROS DOLAN 
SENIOR REGULATORY CONSULTANT 

ACT A ASIA I EUROPE I THE AMERICAS 

2200 Pennsylvania Avenue, NW. Suite 1 DOW I Washington. D.C. 20037 
T: 202-266-50311 F: 202-557-3836 i actagroup.com 

From: Bain, Zeno <Bain.Zeno@epa.gov> 
Sent: Friday, M arch 8, 2019 1:23 PM 

To:. Sheryl Lindros Dolan <sdolan@actagroup.com> 

Cc:. Heather F .. Collins, M .S. <hcollins@actagroup.com>; Northern, Terria <Northern.Terria@epa.gov> 
Subject: RE: PRIA Completed Action 90335-1 

Hi Sheryl 

The option you provided, "inhibiting the growth of stain- and odor-causing bacteria and fungi (mold and mildew)", would 
be preferred. Would you be willing to make that adjustment? I recognize your initial language is on other labels but I think 
the option you provided is more clear. 

Thank you 

Zeno Bain 
Pmd11c1 Mana.~cr 33 

US Environmental Prntc:ction ...\ge ne>' 
Antimicrobials Divi;si\1n (7510P) 
Regulatory i'vfanagcmcnt Br:mcl1 I 
2777 S. Crystal Drivt 
Arling ton, VA n201 

ph. 703.347.8101 



10

From: Sheryl Lindros Dolan <sdolan@actagroup.com> 
Sent: Friday, March 08, 2019 11:51 AM 

To: Bain, Zeno <Bain.Zeno@epa.gov> 
Cc: Heather F. Collins, M.S.<hcollins@actagroup.com>; Northern, Terria <Northern.Terria@epa.gov> 
Subject: RE: PRIA Completed Action 90335-1 

Zeno'. 

Let's speak, as the concern is not clear. We note again that mold and mildew are fungi, not bacteria. so suggesting that 
they are bacteria is objectionable, 

We note the exact proposed language is used on other labels (e.g., see 84146-1 ) . 

We could say something like "inhibiting the growth of stain- and odor-causing bacteria and fungi (mold and mildew)", 
which is one variation that I have seen, 

In the PR Notice, I would draw your attention to all the odor resistant claims in IV(B)(2). 

I am available to discuss now if you wish. 

Best regards, 
Sheryl 

SHERYL LINDROS DOLAN 
SENIOR REGULATORY CONSULTANT 

A CT A ASIA I EUROPE I THE AMERICAS 
2200 Pennsylvania Avenue, NW, Suite 100W I Washington, D.C, 20037 
T: 202-266-5031 J F: 202-557-3836 J actagroup.com 

From: Bain, Zeno <Bain.Zeno@epa.gov> 
Sent: Friday, March 8, 2019 11:37 AM 

To: Sheryl Lindros Dolan <sdolan@actagroup.com> 
Cc: Heather F. Collins, M.S.<hcollins@actagroup.com>; Northern, Terria <Northern.Terria@epa.gov> 

Subject: RE: PRIA Completed Action 90335-1 

Hi Sheryl 

Can you point out specifically where it states "stain- and odor-causing bacteria, mold and mildew"? This was also 
something that the efficacy team preferred. It appears to be a list where mold and mildew are additional items to stain 
and odor causing bacteria. We would prefer it to be clear that the stain and odor causing bacteria area the mold and 
mildew bacteria. 

Thank you 

Zeno Bain 
ProducrManagcr 33 

US Environmental Protection Agency 
Antimicrobials Divisio n (7510P) 
Regulatory Management Branch I 
2m S. Cry!>cal Drive 
Arlington, VA 22202 

ph. 703.347.8101 

2 
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From: Sheryl Lindros Dolan <sdolan@actagroup.com> 

Sent: Thursday, March 07, 2019 3:32 PM 
To: Bain, Zeno <Bain.Zeno@epa.gov> 

Cc: Heather F. Collins, M.S.<hcollins@actagroup.com>; Northern, Terria <Northern.Terria@eoa.gov> 
Subject : RE: PRIA Completed Action 90335-1 

Zeno: 

Applied Silver, Inc. (ASI) notes that mold and mildew are fungi, not bacteria, so they are uncomfortable making the 
change requested as it is not scientifically accurate. 

We note stating "stain- and odor-causing bacteria, mold and mildew" seems consistent to us with the language in PR 
Notice 2000-·1 for treated articles, which often is used as a basis for crafting non-public health antimicrobial claims. (That 
is, if EPA has stated that these claims can be made for treated articles, then presumably those claims can be made for 
the applied products.) For ease of reference, the link to PR Notice 2000-1 is 
https://www.epa.gov/sites/production/filesl2014-04/documents/pr2000-1 . pdf 

If you agree, then please review the redllne and clean labels that you currently have and we will not submit additional 
changes. If you disagree, please advise if we can speak. 

Thank you, 
Sheryl 

SHERYL LINDROS DOLAN 
SENIOR REGULA TORY CONSUL TANT 

ACT A ASIA I EUROPE I THE AMERICAS 
2200 Pennsylvania Avenue, NW, Suite 100W I Washington. D.C. 20037 
T: 202-266-5031 I F: 202-557-3836 i actagroup.com 

From: Bain, Zeno <Bain.Zeno@epa.gov> 
Sent: Thursday, March 7, 2019 2:16 PM 
To: Sheryl Lindros Dolan <sdolan@actagroup.com> 

Cc: Heather F. Collins, M.S.<hcollins@actagroup.com>; Northern, Terria <Northern.Terria@epa.gov> 
Subject: RE: PRIA Completed Action 90335-1 

Hi Sheryl 

Yes, please do. 

Thank you 

Zeno Bain 
Prod11cr Manc1J;cr B 

US Environmemal Protection Agency 
Antimicrobial s l)iv.ision (7510P) 
Regulatory Mnnagcment Branc h I 
2m S. Crystal Drive 
Arlingrnn , VA 22202 

ph. 703.147-8102 

3 
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From: Sheryl Lindros Dolan <sdolan@actagroup.com> 

Sent: Thursday, Mc1rch 07, 2019 2:15 PM 
To: Bain, Zeno <Bain,Zeno@epa.gov> 

Cc: Heather F. Collins, M.S.<hcollins@actagroup.com>; Northern, Terria <Northern.Terria@epa.gov> 

Subject: RE: PRIA Completed Action 90335-1 

Thanks, Zeno. 

We trust that you still want us to make the changes to the non-public health claims label that you specified - i.e., changing 
"Preservation against stain- and odor- causing bacteria, mold and mildew'' to ''Preservation against stain- and odor
causing mold and mildew bacteria" . Given the t iming, should we move that along and send those revisions to you? 

Best, 
Sheryl 

SHERYL LINDROS DOLAN 
SENIOR REGULATORY CONSULTANT 

A CT A ASIA I EUROPE I THE AMERICAS 
2200 Pennsylvania Avenue, NW, Suite 100W I Washington, D.C. 20037 
T: 202- 266-5031 1 F: 202-557-3836 i actagroup.com 

From: Bain, Zeno <Bain.Zeno@epa.gov> 

Se nt: Thursday, March 7, 2019 2:11 PM 
To: Sheryl Lindros Dolan <sdolan@actagroup.com> 
Cc: Heather F. Collins, M.S.<hcollins@actagroup.com>; Northern, Terria <Northern.Terria@epa.gov> 

Subject: RE: PRIA Completed Action 90335-1 

Hi Sheryl 

I followed up with efficacy and they have corrected their response. They have verified that you have completed the 

testing for the original 2 organisms (5. aureus and K. pneumoniae) to support claims on microfiber. Therefore, the 
microfiber comments only refer to the new microbes. Do you have any additional edits to make on the label before I 

review again? I'll probably get to t his tomorrow morning. 

Thank you 

Zeno Bain 
Produa Manuger 33 

US Environmental Protection Agency 
Anrimicrobi:tl.s Division (7510P) 
Regulatory Management Branch I 
2m S. Crystal Drive 
Arlington, VA 12202 

ph. 703.347.8102 

From: Sheryl Lindros Dolan <sdolan@actagroup.com> 

Sent: Thursday, M arch 07 1 2019 2:05 PM 

To: Bain, Zeno <Bain.Zeno@epa.gov> 
Cc: Heather F. Collins, M.S.<hcollins@actagroup.com>; Northern, Te rria <Northern.Terria@epa.gov> 

Subject: RE: PRIA Completed Action 90335-1 

4 
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Zeno, 

Please confirm receipt of my subsequent e-mail. 

Thank you and best regards, 
Sheryl 

SHERYLLINDROSDOLAN 
SENIOR REGULA TORY CONSUL TANT 

ACT A ASIA I EUROPE I THE AMERICAS 
2200 Pennsylvania Avenue, NW, Suite 100W I Washington. D.C. 20037 
T: 202-266-5031 I F: 202-557-3836 i aclagroup.com 

From: Bain, Zeno <Bain.Zeno@epa.gov> 
Sent: Thursday, March 7, 2019 1:17 PM 

To: Sheryl Lindros Dolan <sdolan@actagroup.com> 
Cc: Heather f. Collins, M.S.<hcollins@actagroup.com>; Northern, Terria <Northern.Terria@epa.goV> 
Subject: RE: PRIA Completed Action 90335-1 

Hi Sheryl 

Thank you for following up. I will look for a response tomorrow morning from you. 

Thank you 

Zeno Bain 
Pmdt1ct 1\ila,wg,,- 33 

US EnvironmenLal Protection Agency 
Antimicrobials Division (7510P) 
Regulatory Management Branch I 
2m S. Crystal Drive 
Arlington, VA 22102 

ph. 703.347.81()1 

From: Sheryl Lindros Dolan <sdolan@actagroup.com> 
Sent: Thursday, March 07, 2019 12:01 PM 
To: Bain, Zeno <Bain.Zeno@epa.gov> 
Cc: Heather F. Collins, M.S.<hcollins@actagroup.com>; Northern, Terria <Northern.Terria@epa.gov> 
Subject: RE: PRIA Completed Action 90335-1 

Zeno: 

We are reviewing and will circle back shortly. 1 p.m. today (1 hour from now) is unlikely as the client will need to sign 
off. We will do our utmost to send before 10 a.m. tomorrow to avoid the extension 

Thank you, 
Sheryl 

SHERYL LINDROS DOLAN 
SENIOR REGULATORY CONSUL TANT 

5 
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A CT A ASIA I EUROPE I THE AMERICAS 

2200 Pennsylvania Avenue, NW, Suite 100W I Washington, D.C. 20037 
T: 202-266-5031 I F: 202-557-3836 1 actagroup.com 

From: Bain, Zeno <Bain.Zeno@epa.gov> 
Sent Thursday, March 7, 2019 11:53 AM 
To: Sheryl Lindros Dolan <sdolan@actagroup.com> 
Cc: Heather F. Collins, M .S. <hcollins@actagroup.com>; Northern, Terria <Northern.Terria@epa.gov> 
Subject: RE: PRIA Completed Action 90335-1 

Hi Sheryl 

The claims against nylon and nylon blends (including microfiber) were not approved by t he efficacy review 

{attached). At that time, we neglected to request that the claims be removed but we are requesting they be removed at 
this time since t hey are not supported by data. 

Any non-public health claims should be clear as non-public health claims as well - for example, mold and mildew should 
be clear that it's sta in or odor causing. I would prefer if you edit the title " Preservation against stain- and odor- causing 
bacteria, mold and mildew" to ''Preservation against stain- and odor- causing mold and mildew bacteria" . They currently 
appear to be additional items in the list versus the stain or odor causing bacteria that you are referring to. 

Since t he deadline is passed on this action, we need to complete it by today or tomorrow at the latest. If you send me 
the label by 1pm today, then I may be able to complete it today. If not, would you be able to send me a revised label by 
tomorrow morning lOam? If you are not able to send a revised label by tomorrow morning at 10am, accepting the 
comments from efficacy then I would request that we renegotiate the date on this action by "'60 days. If you are not 

able to send the revised label by tomorrow at 10am, please confirm your acceptance of the renegotiated PRIA deadline 
to 5/7/2019. 

Thank you 

Zeno Bain 
Product Manager 33 

US Envi.ronmenral Protectioh Agency 
Antimicrobials Divis ion (7510P) 
Regulatory ManagcTncnt ·Branch I 
2m S. Crystal Drive 
Arlington, VA 22202 

ph. 703.347.8102 

From: Sheryl Lindros Dolan <sdolan@actagroup.com> 
Sent: Thursday, March 07, 2019 9:53 AM 
To: Northern, Terria <Northern.Terria@epa.gov> 
Cc: Heather F. Collins, M.5.<hcollins@actagroup.com>; Bain, Zeno <Bain.Zeno@epa.gov> 

Subject: RE: PRIA Completed Action 90335-1 
Importance: High 

Terria: 

We suggest that we start with a review of the current. stamped label, accepted on April 25, 2018. 

6 
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On the stamped label, microfiber claims are accepted, based on submitted data, for two microbes: S. aureus and K. 
pneumoniae. 

On the stamped label there are also claims for a range of textiles for material preservation (i.e. non-public health claims). 

In ./ts December 20, 2018, memorandum, when the Efficacy Team states that claims should be removed for microfiber, we 
expect and understand that the Efficacy Team is referring to the new claims for the new microorganisms proposed for 
addition to the label as part of the pending label amendment. We do not expect nor believe that the Efficacy Team is looking 
back in time and rescinding previously approved claims. 

New label claims are proposed for the following five microbes: 

• Vancomycin-resistant Enterococcus faecalis (VRE) 
• Extended-spectrum beta-(actamase (ESBL) positive 
• Acinetobacter baumannii 
• Candida albicans (yeast) 
• Methicillin-Resistant Staphylococcus aureus (MRSA) 

We have gone through the label and carefully revised it. As a result, hopefully it is clear that no claims are made for these 
new microbes for microfiber. We expect that the registrant will invest in the testing on microfiber for these microbes in the 
future and come back in to EPA to revise the label accordingly. 

We note that the text for all the microbes is redline because we needed to move text around to make the distinction between 
what is approved already for microfiber and what will not be approved for microfiber as a result of this amendment 
application, Just because text is in redline, however, does not mean that it is "new" - it may be new text or it may be existing 
text that has been moved from where it appears on the current label. We so note in case this contributes to any confusion. 

We hope this is clear. If it is not, we would be pleased to speak today to resolve any issues. 

Thank you and best regards, 
Sheryl 

SHERYL LINDROS DOLAN 
SE'NIOR REGULATORY CONSULTANT 

A CT A ASIA I EUROPE I THE AMERICAS 

2200 Pennsylvania Avenue, NW, Suite 100W t Washington, D.C. 20037 
T 202-266-5031 IF: 202~557-3836 i actagroup.com 

From: Northern, Terria <Northern.Terria@epa.gov> 
Sent: Wednesday, March 6, 2019 6:30 PM 
To: Sheryl lindros Dolan <sdolan@actagroup.com> 
Cc: Heather F. Collins, M.S. <hcollins@actagroup.com>; Bain, Zeno <Bain.Zeno@epa.gov> 
Subject : RE: PRIA Completed Action 90335-1 

Hello Sheryl - I contacted you yesterday regarding removing t he microfiber claim. You stated it a non-public health 
claim, allowed to remain on the label. Can you please provide clarificatio.n, we are on the verge of the label but the 
issue of tile microfiber claims needs to be addressed. 

Thanks! 

7 evua. 'Jt,,,...rl.CJU< 

Registration RisR Manager 
Environmental Protection Agency 
1200 Penn. Ave., NW (7510P) 

1 
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Washington, DC 20460 
#703-347-0265 Office 

Monday & Friday Telewor~ 571-243-8932 

Street address: 2m Crystal Drive 
1 Potomac Vard South 
Arlington, VA 

From: Sheryl Lindros Dolan <sdolan@actagroup.com> 
Sent: Friday, March 01, 2019 12:33 PM 
To: Northern, Terria <Northern.Terria@epa.gov> 
Cc: Heather F. Collins, M.S. <hcollins@actagroup.com>; Bain, Zeno <Bain.Zeno@epa.gov> 
Subject: RE: PRIA Completed Action 90335-1 

Terria~ 

Applied Silver, Inc. (ASI) is pleased to respond with the attached versions of the revised label for SilvaClean. U.S. 
Environmental Protection Agency (EPA) Reg. No. 90335-1. It is ASl's intent with this submission to implement exactly the 
label changes identified by EPA in its December 20, 2018, memorandum, received by ASI on February 19, 2019. 

Attached are the following versions of the label: 

• Document 263887 is a redlined comparison between the proposed label submitted in September 2018 for the 
pending application and the revised label submitted today; these redline changes highlight the changes made in 
response to EPA's recent comments. 

• Document 263889 is a redlined comparison between the currently approved EPA label (April 24, 2018) and the 
revised label submitted today; these redline changes highlight all the-changes that will be made as a result of this 
amendment application_ We offer the~e two redlined versions with the hope that they are helpful and support 
EPA's review. 

• Document 263761 is a clean version of the revised label submitted today. with all of EPA's comments 
implemented by ASI. 

We hope this submission is clear and responsive. As always, please advise if there are any questions or comments. 

Best regards, 
Sheryl 

SHERYL LINDROS DOLAN 
SENIOR REGULA TORY CONSULT ANT 

A CT A ASIA I EUROPE I THE AMERICAS 
2200 Pennsy.lvania Avenue, NW, Suite 100W I Washington, D.C. 20037 
T: 202-266-5031 I F: 202-557-3836 i actagroup.com 

From: Northern, Terria <Northern.Terria@epa.gov> 
Sent: Thursday, February 28, 2019 5:40 PM 
To: Sheryl Lindros Dolan <sdolan@actagroup.com> 
Cc: Heather F. Collins, M.S. <hcollins@actagroup.com>; Bain, Zeno <Ba in.Zeno@epa.gov> 
Subject: RE: PRIA Completed Action 90335-1 

Friendly reminder we need the label by tomorrow COB. 

Thanks! 
8 
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7 l!MUI ?tO'ltlw:11-

Registration Risi:? Manager 
Environmental Protection Agency 
1200 Penn. Ave., NW (7510P) 
Washington, DC 20460 
# 703-347-0265 Office 

Monday & Friday TeleworR 571-243-8932 

Street address: 2m Crystal Drive 
1 Potomac Yard South 
Arlington, VA 

From: Sheryl lindros Dolan <sdolan@actagroup.com> 
Sent: Wednesday, February 27, 2019 4:21 PM 
To: Northern, Terria <Northern.Terria@epa.gov> 
Cc: Heather F. Collins, M.S.<hcollins@actagroup.com>; Bain, Zeno <Bain.Zeno@epa.gov> 
Subject: RE: PRIA Completed Action 90335-1 

Terria· 

Would returning revised labels (redlined and clean) via e-mail be acceptable (rather than by COX?) 

Thank you, 
Sheryl 

SHERYL LINDROS DOLAN 
SENIOR REGULATORY CONSULTANT 

A CT A ASIA I EUROPE I THE AMERICAS 

2200 Pennsylvania Avenue, NW, Suite 100W I Washington, D.C. 20037 
T· 202-266-5031 IF: 202-557-3836 i actagroup.com 

From: Northern, Terria <Northern.Terria@epa.gov> 
Sent: Tuesday, February 19, 2019 1:06 PM 
To: Sheryl Lindros Dolan <sdolan@actagroup.com> 
Cc: Heather F. Collins, M .S.<hcollins@actagroup.com>; Bain, Zeno <Bain.Zeno@epa.gov> 
Subject: RE: PRIA Completed Action 90335-1 

Sheryl -We are requesting a revised label by March 1st
• Thanks! 

? C'Jtia '¾-ztk-
Registration Risi:? Manager 
Environmental Protection Agency 
1200 Penn. Ave., NW (7510P) 
Washington, DC 20460 
# 703-347-0265 Office 

Monday & Friday Teleworl:? 571-243-8932 

Street address: 2m Crystal Drive 

9 
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1 Potomac Yard South 
Arlington, VA 

From: Sheryl Lindros Dolan <sdolan@actagroup.com> 
Sent: Tuesday, February 19, 2019 12:11 PM 
To: Northern, Terria <Northern.Terria@epa.gov> 
Cc: Heather F. Collins, M.S.<hcollins@actagroup.com> 
Subject: RE: PRIA Completed Action 90335-1 

Terria: 

We note that today's pre-decisional communication is a bit unclear regarding the time that the registrant has to either {a) 
submit a revised label to EPA or (b) raise any issues that may require an extension. The federal government shutdown of 
course has left many timelines in disarray. While we expect to make a timely response, please advise if there is a specific 
date by which the registrant must respond. 

Thank you. 
Sheryl 

SHERYLLINDROSDOLAN 
SENIOR REGULATORY CONSULTANT 

A CT A ASIA I EUROPE I THE AMERICAS 
2200 Pennsylvania Avenue, NW, Su1te 100W I Washington, D.C. 20037 
T : 202-266-5031 i F: 202-557--3836 i actagroup.com 

From: Northern, Terria <Northern.Terria@epa.gov> 
Sent: Tuesday, February 19, 2019 11:45 AM 
To: Sheryl Lindros Dolan <sdolan@actagroup.com> 
Subject: PRtA Completed Action 90335-1 

Hello Sheryl -the Agency completed the final efficacy review, please see attachments. Contact me or Zeno if you have 
any questions or comments. 

Thanks! 

10 
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tlNITED STATES ENVIRONMENTAL PROTECTION AGENC'Y 
WASHINGTON. DC 20-'60 

MEMORANDUM 

Date: 

Subject: 

From 

Thru: 

To: 

Applicant: 

December 20, 2018 

Efficacy Review for SilvaClean, EPA Reg. No. 90335-1 
(DP Barcode: 449110, E-Submission: 32159) 

Thao Pham 
Efficacy Evaluation Team 
Product Science Branch 
Antimicrobials Division (751 OP) 

Kristen Willis, Team Leader 
Product Science Branch 
Antimicrobials Division (7510P) 
Date Signed: February 5, 2019 

Zeno Bain, Team 33 / Terria Northern 
Regulatory Management Branch I 
Antimicrobials Division (751 OP) 

Applied Silver, Inc. 
26254 Eden Landing Road 
Hayward, CA 94545 

Formulation from the Label: 

orr1c1: or 
~aCAL ~n'l'Y l\.~C 
:,oY-T.,.,,.Tn&: oo-r•.fF'.-rr'=' 

Active lngredient(s) % by wt. 
Silver ... ............................... .. .............. .. ............... ................................. .. .............. 22.5% 

Other Ingredients ............................ ..... ........................... .. ........ ......................... .............. 77.5% 
Total ....................................... .............................................................. ........... .. ........... 100.0% 

BACKGROUND 

Product Description (as packaged, as applied): Liquid concentrate 

Submission type: Label amendment 

Currently registered efficacy claim(s): 

Requested action(s): Add supplemental residual self-sanitizing laundry additive claims. 

Page 1 of 7 
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Documents considered in this review: 

• Letter from applicant to EPA dated September 6, 2018 
• Data Matrix (EPA Form 8570-35), dated September 6, 2018 
• 5 efficacy studies (MRID 50669002-50669006) 
• Supplemental studies (MRID 50440501 - 50440502) 
• Revised Efficacy Review for DP 444670, dated April 17, 2018 
• Proposed label dated 9/6/2018 
• Confidential Statement of Formula (EPA Form 8670-4) dated 5/8/2014. 

II PROPOSED DIRECTIONS FOR USE 

''SilvaClean® is a concentrate that must be diluted with distilled or deionized water before use. 
Following laundering and treatment with SilvaClean®, store clean, unused linens consistently 
with the facility's infection control practices. When linens are being used, SilvaClean® remaining 
in linens will reduce levels of S. aureus and C. albicans by 99.9% after 6 hours of contact; K. 
pne-umoniae, Vancomycin-resistant Enterococcus faeca/is. Extended-spectrum beta-lactamase 
positive E. coli, and A. baumannii by 99.9% after 3 hours of contact and Methicillin-Resistant S. 
aureus by 99 .. 9% after 9 hours of contact 

Dilute the following volumes of SilvaClean® concentrate volumes per 100 lbs of selected fabric 
type into 500 or 1000 ml distilled or deionized water and dose as part of the final rinse step in 
the laundry process to achieve residual post-laundry contamination reduction: 

• 0.024 oz per 100 lbs cotton 
• 0.032 oz per 100 lbs cotton/poly blend 
• 0.048 oz per 100 lbs microfiber 

Add the diluted solution into the final rinse cycle of a laundry process. Allow to soak with fabric at 
least 2 minutes." 

Ill STUDY SUMMARIES 

1. MRJD 504405-02 "Treating Fabric with Self-Sanitizing Laundry Test Solution" for Test 
Solution, by Sean Elizabeth Richard. Study conducted at Microchem Laboratory. Study 
completion date -14 NOV 2017. Laboratory Project Number GLP1777. 

This study was conducted to treat three fabric types, Microfiber (100% Polyester, lot: 286-E), 
Cotton (100%, lot 286-A), and Cotton/Poly Blend (55% Cotton, 45% Polyester, lot: 286-B), with 
"Test Solution" (lots: 170821-1 , 170821-2, and 170821-3} during laundry, according to 
Microchem Laboratory protocol P1937 (copy provided). The product, adjusted to the LCL 
concentration, was diluted to 0.0000310 ratio in 200ppm hard tap water for polyester, 
0.0000155 for cotton, and 0.0000207 for blend. Product was applied during 23·minute rinse 
cycle with 2-minute soaking time; and 55-minute drying time. 

Treated fabrics were assigned the following lot numbers: 

• Treated Microfiber Fabric: M-1-11SEP2017A, M-2-11SEP2017A, and M-3-11SEP2017A 
• Treated Cotton Fabric: C-1-12SEP2017A, C-2-12SEP2017A, and C-3-12SEP2017A 
• Treated Cotton/Poly Blend Fabric: CP-1-12SEP2017A, CP-2-12SEP2017A, and CP-3-

12SEP2017A 

Page 2 of 7 
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2. MRID 506690-02 " Evaluating Self-Sanitizing Fabric using the AATCC 100 Method 
against E.coli (ESBL)", by Elizabeth Richard. Study conducted at Microchem Laboratory. 
Study completion date - 23 Jul 2017. Laboratory Project Number GLP1861 . 

This study was conducted against Escherichia coli (ATCC BAA-196) (ESBL). Two lots (CP-1-
12SEP2017A and CP-3-12SEP201 7A) of Applied Silver's "Treated Cotton/Poly Blend Fabric", 
were tested according to Microchem Protocol P2050 (copy provided). Three carriers per lot per 
contact time were inoculated with 1 ml of microorganism culture, wrapped and incubated at 
36±1°C for 30 min, 1 hour. 2 hours, 3 hours, 6 hours, and 23 hours. Upon completion of the 
contact time, carriers were harvested into twenty (20) ml of neutralizing broth (Dey Engley (DIE) 
broth). All tubes containing test or control fabric were vortex mixed for 2 minutes ± 5 seconds. 
Neutralizing broth was enumerated using standard pour plating techniques. All plates for test 
and control fabrics were incubated for 48 ± 4 hours and all study controls were incubated for 48 
± 2 hours at 36±1 °C. 

Antibiotic resistance assay confirms ESBL positive profile. 

3. MRID 506690-03 "Evaluating Self-Sanitizing Fabric using the AATCC 100 Method 
against E. faeca/is (VRE)", by Elizabeth Richard. Study conducted at Microchem 
Laboratory. Study completion date - 23 Jul 2017. Laboratory Project Number GLP1865. 

This study was conducted against Enterococcus faecalis (ATCC 51299) (VRE). Two lots (CP-1-
12SEP2017A and CP-2-12SEP2017A) of Applied Silver's ·'Treated Cotton/Poly Blend Fabric", 
were tested according to Microchem Protocol P2053 (copy provided). Three carriers per lot per 
contact time were inoculated with 1 ml of microorganism culture, wrapped and incubated at 
36±1°C for 30 min, 1 hour, 2 hours, 3 hours. 6 hours, and 24 hours. Upon completion of the 
contact time, carriers were harvested into twenty (20) ml of neutralizing broth (Dey Engley (DIE) 
broth). All tubes containing test or control fabric were vortex mixed for 2 minutes± 5 seconds. 
Neutralizing broth was enumerated using standard pour plating techniques. All plates for test 
and control fabrics were incubated for 48 ± 4 hours and all study controls were incubated for 48 
± 2 hours at 36±1 °C. 

Antibiotic resistance assay confirms organism is Vancomycin resistant. 

4. MRID 506690-04 "Evaluating Self-Sanitizing Fabric using the AA TCC 100 Method 
against A. baumannii", by Elizabeth Richard. Study conducted at Microchem Laboratory. 
Study completion date - 23 Jul 2017. Laboratory Project Number GLP1853. 

This study was conducted againstAcinetobacterbaumannii (ATCC 19606). Two lots (CP-1-
12SEP2017A and CP-2-12SEP2017A) of Applied Silver's "Treated Cotton/Poly Blend Fabric", 
were tested according to Microchem Protocol P2047 (copy provided). Three carriers per lot per 
contact time were inoculated with 1 ml of microorganism culture. wrapped and incubated at 
36±1°C for 30 min. 1 hour, 2 hours, 3 hours, 6 hours, and 23 hours. Upon completion of the 
contact time. carriers were harvested into twenty (20) ml of neutralizing broth (Dey Engley (O/E) 
broth). All tubes containing test or control fabric were vortex mixed for 2 minutes ± 5 seconds. 
Neutralizing broth was enumerated using standard pour plating techniques. All plates for test 
and control fabrics were incubated for 48 ± 4 hours and all study controls were incubated for 48 
± 2 hours at 36±1°C. 

Page 3 of 7 
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5. MRID 506690-05 "Evaluating Self-Sanitizing Fabric using the AATCC 100 Method 
against C. albicans", by Elizabeth Richard. Study conducted at Microchem Laboratory. 
Study completion date -23 Jul 2017. Laboratory Project Number GLP1863. 

This study was conducted against Candida a/bicans (ATCC 10231 ). Two lots (CP-1-
12SEP2017 A and CP-3-12SEP2017A) of Applied Silver's "Treated Cotton/Poly Blend Fabric", 
were tested according to Microchem Protocol P2048 (copy provided). Three carriers per lot per 
contact time were inoculated with 1 ml of microorganism culture, wrapped and incubated at 
36±1°C for 30 min, 1 hour, 2 hours, 3 hours, 6 hours, and 23 hours. Upon completion of the 
contact time, carriers were harvested into twenty (20) ml of neutralizing broth (Dey Engley (D/E) 
broth). All tubes containing test or control fabric were vortex mixed for 2 minutes± 5 seconds. 
Neutralizing broth was enumerated using standard pour plating techniques. All plates for test 
and control fabrics were incubated for 48 ± 4 hours and all study controls were incubated for 48 
± 2 hours at 36±1°C. 

6. MRID 506690-06 "Evaluating Self-Sanit izing Fabric using the AA TCC 100 Method 
against S. aureus (MRSA)", by Elizabeth Richard. Study conducted at Microchem 
Laboratory. Study completion date - 24 Aug 2018. Laboratory Project Number GLP1966. 

This study was conducted against Staphylococcus aureus (ATCC 33591) (MRSA). Two lots 
(CP-2-12SEP2017 A and CP-3-12SEP2017 A) of Applied Silver's "Treated Cotton/Poly Blend 
Fabric", were tested according to Microchem Protocol P2173 (copy provided). Three carriers per 
lot per contact time were inoculated with 1 ml of microorganism culture, wrapped and incubated 
at 36±1 °C for 9 hours and 12 hours. Upon completion of the contact time, carriers were 
harvested into twenty (20) ml of neutralizing broth (Dey Engley (D/E) broth). All tubes containing 
test or control fabric were vortex mixed for 2 minutes ± 5 seconds. Neutralizing broth was 
enumerated using standard pour plating techniques. A ll plates for test and control fabrics were 
incubated for 48 ± 4 hours and all study controls were incubated for 48 ± 2 hours at 36±1°C. 

Antibiotic resistance assay confirms organism is meth1cillin resistant. 

IV STUDY RESULTS 

Treated Cotton/Poly Blend Fabrics 
MRID Organism Lot# Time-Zero % Reduction I Comoared to Time-Zero) 

Control 30 min 1 hr 2 hr 3 hr 6 hr 24 hr 

50669002 Escherichia CP-1- 3.89x105 0 8.74 92.06 99.9 >99.9 >99.9 

coli (ATCC 12SEP2017A 90 997 997 

BAA-196) CP-3- 0 14.91 97.91 99.9 99.99 99.99 
(ESBL) 12SEP2017A 94 898 91 

50669003 Enterococcus CP-1- 3.09 X 105 29.13 86.50 99.60 99.9 99.99 >99,9 

faecalis 12SEP2017A 7 91 997 

(ATCC 51299) CP-2- 29.13 80.94 99.76 99.9 99.99 >99.9 

(VRE) 12SEP2017A 86 91 997 

50669004 Acinetobacter CP-1- 2.82 X 105 55.32 93.69 99.81' >99. >99.9 >99.9 

baumannii 12SEP2017A 996 996 996 

(ATCC 19606) CP-2- 22.34 92.77 99.56 99.9 >99.9 >99.9 

12SEP2017A 5 996 996 

Page 4 of 7 



23

50669005 Candida CP-1- 1.66 X 105 60. 18 90.00 97.31 99.3 99.99 >99.9 
albicans 12SEP2017A 0 898 994 
(ATCC 10231) CP-3- 91.51 78.61 99.42 99.1 99.98 >99.9 

12SEP2017A 3 9 994 

MRID Organism Lot# Time-Zero % Reduction 
Control (Compared to Time-Zero Control) 

9 hrs 12 hrs 
50669006 Staphylococcus CP-2- 1.48 X 106 >99.99987 >99.99993 

aureus (A TCC 12SEP2017A 
33591) (MRSA) CP-3- >99.99991 >99.99993 

12SEP2017A 
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V STUDY CONCLUSIONS 

MRID Claim Surface Application Contac Soil Diluent Organism(s) Data support 
Type Method(s) tTime load tested 

and Dilution conditions? 
50669002 Post-laundry Laundered Liquid, 3 No 200 ppm • Escherichia coli Yes 
50669003 additive with Dried 0.0000207 for hours• soil hard tap (ATCC BAA-196) 
50669004 residual Fabrics/ cotton/poly load water (ESBL) 

activity Te,<tiles blend. • Enterococcus 
faecal is (A TCC 
51299) (VRE) 

• Acinetobacter 
baumannii 
(A TCC 19606) 

50669005 Post-laundry Laundered Liquid, 6 No 200 ppm • Candida albicans Yes 
additive with Dried 0.0000207 for hours" soil hard tap (ATCC 10231) 
residual Fabrics/ cotton/poly load water 
activity Te,<tiles blend. 

50669006 Post-laundry Laundered Liquid , 9 No 200 ppm • Staphylococcus Yes 
additive with Dried 0.0000207 for hours* soil hard tap aureus (A TCC 
residual Fabrics/ cotton/ poly load water 33591) (MRSA) 
activitv Textiles blend. 

* after 23-minute rinse cycle with 2-minute soaking time; and 55-minute drying time 

Page 6 of 7 
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VI LABEL COMMENTS 

Label Date: 9/6/2018 

1. Make the following changes to the proposed label: 

a. Throughout the proposed label. remove claims against microfiber materials, nylon, 
and spandex. No testing was conducted to support nylon or nylon blend materials. 

b. On page 1 of the proposed label, 
i. revise "residual reduction of' to "residual activity against" 

ii. further qualify "inhibiting the growth of bacteria. mold and mildew" to clearly 
distinguish this claim as a non-public health claim 

c. On page 4 of the proposed label, 
L Remove or qualify "pathogenic bacteria and yeast" as this claim is too 

broad. 

Page 7 of 7 
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Northern, Terria 

From: 
Sent: 
To: 
Cc: 

Sheryl Lindros Dolan <sdolan@actagroup.com> 
Friday, March 01, 2019 12:33 PM 
Northern. Terria 
Heather F. Collins. M.S.; Bain. Zeno 

Subject : RE: PRIA Completed Action 90335-1 
00263887.pdf; 00263889.pdf; 00263761 pdf Attachments: 

Categories: Red Category 

Terria. 

Applied S11ver, Inc. (ASI) is pleased to respond with the attached versions of the revised label for SilvaClean. U.S. 
Environmental Protection Agency (EPA) Reg. No. 90335-1 It is ASl's intent with this submission to implement exactly the 
label changes identified by EPA in its December 20, 2018, memorandum, received by ASI on February 19, 2019. 

Attached are the following versions of the label: 

• 

• 

Document 263887 is a redlined comparison between the proposed label submitted in September 2018 for the 
pending application and the revised label submitted today; these redline changes highlight the changes made in 
response to EPA's recent comments. 

Document 263889 is a redlined comparison between the currently approved EPA label (April 24, 2018) and the 
revised label submitted today; these redline changes highlight all the changes that will be made as a result of this 
amendment application. We offer these two redlined versions with the hope that they are helpful and support 
EPA's review. 

Document 263761 is a clean version of the revised label submitted today, with all of EPA's comments 
implemented by ASI 

We hope this submission is clear and responsive. As always, please advise if there are any questions or comments. 

Best regards, 
Sheryl 

SHERYL LINDROS DOLAN 
SENIOR REGULATORY CONSULTANT 

ACT A ASIA I EUROPE I THE AMERICAS 

2200 Pennsylvania Avenue, NW, Suite 100W I Washington, D.C. 20037 
T· 202-266-5031 i F; 202-557-38361 actagroup.com 

From: Northern, Terria <Northern.Terria@epa.gov> 
Sent: Thursday, February 28, 2019 5:40 PM 
To: Sheryl Lindros Dolan <sdolan@actagroup.com> 
Cc: Heather F. Collins, M.S.<hcollins@actagroup.com>; Bain, Zeno <Bain.Zeno@epa.gov> 
Subject: RE: PRIA Completed Action 90335-1 

Friendly reminder we need the label by tomorrow COB. 

Thanks! 

7m.u.a ?t,,,~tk,u, 

Registration Risi:? Manager 
Environmental Protection Agency 
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1200 Penn. Ave., NW (7510P) 
Washington, DC 20460 
# 703-347-0265 Office 

Monday & Friday T eleworR 571'-243-8932 

Street address: 2777 Crystal Drive 
1 Potomac Yard South 
Arlington, VA 

From: Sheryl lindros Dolan <sdolan@actagroup.com> 
Sent: Wednesday, February 27, 2019 4:21 PM 

To: Northern, Terria <Northern.Terria@epa.gov> 

Cc: Heather F. Collins, M.S.<hcollins@a.ctagroup.com>; Bain, Zeno <Bain.Zeno@epa.gov> 
Subject: RE: PRIA Completed Action 90335-1 

Terria; 

Would returning revised labels (redlined and clean) via e-mail be acceptable (rather than by COX?) 

Thank you , 
Sheryl 

SHERYL LINDROS DOLAN 
SENIOR REGULATORY CONSULTANT 

ACT A ASIA I EUROPE I THE AMERICAS 
2200 Pennsylvania Avenue, NW, Suite 100W I Washington, D.C. 20037 
T: 202-266-5031 1 F: 202"'557-3836 i actagroup,com 

From: Northern, Terria <Northern.Terria@epa.gov> 
Sent: Tuesday, February 19, 2019 1:06 PM 
To: Sheryl Lindros Dolan <sdolan@actagroup.com> 
Cc: Heather F. Collins, M.S. <hcollins@actagroup.com>; Bain, Zeno <Bain.Zeno@epa.gov> 
Subject: RE: PRIA Completed Action 90335-1 

Sheryl - We are requesting a revised label by March 1st
• Thanks! 

7ervtia 1'/6¢1wm 

Registration Rist? Manager 
Environmental Protection Agency 
1200 Penn . .Ave., NW (7510P) 
Washington, DC 20460 
#70 3-347-0265 Office 

Monday & Friday Telewort? 571-243-8932 

Street address: 2777 Crystal Drive 
t Potomac Yard South 
Arlington, VA 

From: Sheryl Lindros Dolan <sdolan@actagroup.com> 

Sent: Tuesday, February 19, 2019 12:11 PM 

2 
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To: Northern, Terria <Northern.Terria@epa.gov> 
Cc: Heather F. Collins, M .S.<hcollins@actagroup.com> 

Subject: RE: PRIA Completed Action 90335-1 

Terria: 

We note that today's pre-decisional communication is a bit unclear regarding the time that the registrant has to either (a) 
submit a revised label to EPA or (b) raise any issues that may require an extension. The federal government shutdown of 
course has left many timelines in disarray. While we expect to make a timely response, please advise if there is a specific 
date by which the registrant must respond. 

Thank you , 
Sheryl 

SHERYL LIN OROS DOLAN 
SENIOR REGULATORY CONSUL TANT 

ACT A ASIA I EUROPE I THE AMERICAS 
2200 Pennsylvania Avenue, NW, Suite 100W I Washington. D.C. 20037 
T: 202-266-5031 I F· 202-557-3836 i actagroup.com 

From: Northern, Terria <Northern.Terria@epa.gov> 

Sent: Tuesday, February 19, 2019 11:45 AM 
To: Sheryl lindros Dolan <sdolan@actagroup.com> 
Subject: PRIA Completed Action 90335-1 

Hello Sheryl - the Agency completed the final efficacy review. please see attachments. Contact me or Zeno if you have 
any questions or comments. 

Thanks! 

3 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON1 DC 20460 

February l 9, 20 19 

Sheryl L, Dolan 
Senior Regulatory Consultant 
2200 Penn. Ave. NW, Suite IO0W 
Washington, DC 20037 

Subject: Pre-Decisional Determination 
Product Name: SilvaClean 
EPA Registrat ion Number: 90335- 1 
Appl ication Date: 09/06/20 I 8 
Decision Number: 5441 21 

Dear Ms. Dolan: 

OFFICE OF CHEP,'IICAL SAFETY 
AND POLLUTION PREVENTION 

The !\gency has completed its review and assessment of your applicatioh pursuant to Section 
33(6)(3) of the Federal Insecticide, fungicide and Rode-ntic ide Act (FIFRA) as amended by the 
Pesticide Registration Improvement Extension Act of 201 2. The Agency has made a pre
decisional determination that your appl ication cannot be approved unless rev isions are made to 
lhe label. The necessary label changes are specified on the attached efficacy review dated 
December 20, 20 18. 

Since there is limited time before the PRIA Decision Due Date expires. it is importantto discuss 
any objections you have to these changes immediately and whether you will need to submit 
add itional data for review. If these discussions determine that submitting data wi II be necessary. 
the PRIA decisit1n due date may need to be renegotiated to al low sufficient time to address and 
resolve such differences. If the PRIA Decision Due Date is not renegotiated, and the label issues 
are not reso lved before the PRIA Decision Due Date, the Agency will send a follow-up letter that 
wi ll represent the Agency's decision to close out the PRIA decision review time. The follow-up 
letter wi 11 provide the fol lowing three options for continuing the review of the application: 

(a) Applicant agrees to all of the tenns associated with the draft accepted label as revised by 
the Agency and requests that it be issued as the accepted final Agency-stamped label; or 

(b) Applicant does not agree to one or more of the terms of the draft accepted label as revised 
by the Agency and requests add itional time to resolve the di fference(s); or 

(c) Appl icant withdraws the appl ication without prejudice for subsequent resubmission, but 
forfe its the associated registration service fee. 

If the applicant in forms EPA that it has concerns as described under (b) above, the applicant will 
have up to 30 calendar days from the date of that follow-up letter to reach agreement with Lhe 
Agency on the final version of the label that rhe Agency will accept. If an agreement cannot be 
reached within those 30 days. EPA would intend to proceed with denial of lhe application, 
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Page 2 of2 
EPA Reg. No. 90335-J 
Decision No. 54412 1 

If the applicant agrees to all of the terms of the accepted label as described in (a) above, or if the 
applicant and EPA resolve any differences as described in (b), the applicant must submit a 
revised label to EPA . EPA will then prov ide an accepted final Agency stamped label to the 
applicant within 2 business days following the applicant's written electrnnic confi rmation of 
agreement to the Agency including the revised label to be stamped. 

If you have any quest·ions. please contact Terria Northern at northern.terria@epa.gov o r 703-34 7-
0265 . 

Sincerely, 

John Hebert, Branch Chief 
Regulatory Management Branch I 
Antimicrobials Division 
Office of Pesticide Programs 
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UNITED ST ATES ENVIRONMENT AL PROTECTION AGENCY 
WASHINGTON, DC 20460 

November 7. 2018 

Dr. Priya Balachandran 
VP P roduct Development and Marketing 
Applied Si lver, Inc. 
26254 Eden Landing Road 
I layward, CA 94545 

Subject: Technical Screen Failure 
Product Name: Si lvaClean 
EPA Registration Number: 90335- 1 
Application Date: I 0/24/2018 
Decision N umber: 545575 

Dear Dr. Ba lachandran: 

OFFICE OF CHEMICAL SAFETY 
AND POLLUTION PREVENTION 

The U.S. Env ironmental Protection Agency (Agency or EPA) has completed its preliminary 
technical screening of your application pursuant to Section 33(f)( 4 )(B)(i)(TL) of the FederaJ 
fnsecticide, Fungic ide, and Rodenticide Act (FlFRA), as amended by the Pesticide Regis tration 
Improvement Extension Act ( PRIA 3). The EPA has detennined that your a pplication has not 
passed the pre liminary technical screening and therefore is subject to rejection if the application 
is not corrected. 

• Please confim1 that the substance identified as ''Test Solutio n" in MRIDs 50559002-
5066906 is the subject product. r n addition, the Agency is requesting information 
regarding fabric treatment and test lot dilution. Unable to determine the product test 
concentration without t his infonnation 

In order for the review of your pesticide product ro continue, you \.Viii need to correct your 
application to address the items listed above w ithin 10 business days of the date you received this 
le tter. T he E PA recommends sending your correction by emai I to the contact I isted below to 
ensure it rs received in a timely manner. If studies or confidentia l business informatio n are being 
submiticd by ma il , a complete courtesy copy received by email by the deadline will be 
considered time ly. ff you cannot correct the application o r do not respond within IO business 
days. your application wil l be rejected. At this time, you could also choose to withdraw your 
application. 
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Page 2 of 2 
EPA Reg. No. 90335-1 
Decision No. 545575 

If you have any questions, please contact Tei-1i a Northern by phone at 703-347-0265, or via 
email at northern.terria@epa.gov. 

Enclosure: Technical screen 90335-1 

Sincerely. 

Zeno Bain, Product Manager J3 
Regulatory Manage111ent Branch I 
Ant1microbials Division (75 1 OP) 
Office of Pest icide Programs 

for 
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Technical Screen 

EPA Reg#/File Symbol: 90335-1 E-Sub #: 32159 

DP Barcode: 449110 Submission #:1024517 

Product name: SilvaClean Registrant: Applied Silver, Inc. 

Reviewer's name: Thao Pham Risk Manager: Zeno Bain / T erria Northern 

Completion due date: 11 /6/18 Completion Date: 11/6/18 

Formulation type: Liquid [x]; Towelettes 0; Spray O; Solid 0; Textile□; Aerosol 0; Other: 

Sterilant: n I Disinfectant: n I FC Sanitizer: n I NF Sanitizer n I TB: fl I Fungicidal: n I Virucide: n 
MRID(s): 50669002,50669003, 50669004, 50669005, 50669006 

iPC CQde(st . ~ .. Active11 ~-. · ~·enf.Names- ·% wt(ti8ell : ' .,-~%Eel -~ - ~ 

072501 Silver 22.5 

Label Claims: Laundry additive residual self-sanitizer - Dilute concentrate 0.024, 0.032, or 0.048 oz with 
100 lbs cotton, cotton/poly blend, or microfiber fabric, respectively, in 500 or 1000 ml distilled or deionized 
water in the final rinse cycle, allowinQ to soak at least 2 minutes. 

Prod.uct Lot(sl .. 
< Testicf Qjr:fdenttiti>A(S}· . 

,,. - 1Testaifat.:l!iBl1. i, - .. ·. -

170821 -1 22.2. dilution unknown Yesn Non 
170821-3 22.2, dilution unknown Yesn No[l 
170821 -2 22.2, dilution unknown Yes[] Non 

Tested: RTUO Diluted [x] Tested Dilution Rate: unknown 
Certificate of Analysis: Yes[x] No0 Performed by testing Lab: Yes0 No[x] 

Test Lab: Microchem Laboratory 
Comments: Efficacy Review: Applicant is submitting data to support additional post laundry residual 
activity claims. 

Product is NOT cleared for technical screen: 

• Please confirm that the substance identified as 'Test Solution" in MRIOs 50559002-5066906 is the 
subject product. 

• Please provide information regarding fabric treatment and test lot dilution. Unable to determine the 
product test concentration without this information. 
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~ AP.plied 
oUS1lver 

Mr. Zeno Bain 
Antimicrobia ls Di vision (75 I OP) 
Office o f Pesticide Programs 
U.S. Environmental Pro tection Agency 
One Potomac Yard 75 1 OP 
2777 S. Crystal Drive 
Arlington. VA 22202 

Novembe r 20, 2018 

Re: Response lo TechnicaJ Screen Deficiencv Letter, Decision Number 545575 

Dear Mr. Bain: 

l n response to the U.S. Environmental Protection Agency's (EPA) November 7, 
2018. le tter relating to the pending amendment application for E PA Reg. No. 90335-1 , Applied 
Sil ver. Inc. (AST), a nd its consultant, The Acta Group (Acta®), corresponded with EPA by e-mai l 
on Nove mber 9, 20 18 (copy attached). 10 clarify the alleged technical screen deficiencies. Upon 
review, EPA stated that the information in the e-mai I adequately addressed the issues in the 
technical screen Jetter and that the Antimicrobia ls Division is proceeding with review of this 
a mendment application. AS! is providing this confirmatory letter within the J 0-business-day 
response period to complete the record for EPA's files. 

As discussed in the November 9, 2018. e-mail, ASI submitted a similar label 
amendment application on November 17, 20 17, which E PA approved on April 25, 2018. As 
stated in the cover letter for the current submission: " ASI used laundered textile samples 
produced during the simulated use test previously reviewed by EPA for the efficacy testing to 
support the new claims proposed in this amendment applicalion . The Master Record 
ldentilil.:ation (M R.ID) numbers for the simulated use testing informat ion previously reviewed by 
EPA are inc luded in the accompany ing data matrix." The MRTD for the vo lumes pertinent to the 
s imulated use test (MRID Numbers 50440502 and 5050450 I) are c ited in the data matrix for the 
current pending application . The informat io n requested in EPA ' s November 7, 2018, letter is 
addressed in these vo lumes. 

In add ition, as stated in the attached e-mail, ASI confirms that the ·'Test Solution~· 
in M RID Numbers 50559002-5066906 is the registei-ed product subject to this amendment 
appli cation. 

:Ol4JJ,t)fll / I I I 1002.$(,:!4 8.00CX 51 

Applied Silver Inc. 
26254 Eden Landing Road 
Hayw;,rd, CA 94545 
888-939-4747 
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Mr. Zeno Ba in 
November 20, 2018 
Page2 

Jf there are any questions or comments about this submission, please contact 
Sheryl Lindros Dolan, The Acta Group, at (202) 266-503 1 or sdoJan@actagroup.com. 

Sincere ly, 

t1)1~~~9v~~ 
Priya Balachandran. Ph.D. 
Vice President, Product Development and 
Marketing 
Applied Silver, Inc. 

Attachment 

IO 1433 On I / I I I / 00256248D OC)( SI 
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Attachment 
Page 3 

Heather F. Collins, M.S. 

From: 
Sent 
To; 
Cc 
Suqect 

Hello~heryt -

Norther!'\ T erria <N orthern.Te11ia@epa.g011> 
TueSdiff, November 13, 201811:51 AM 
Sheryl lindros Dolan 
Bail'\ Zeno; Htather F. Coflhs, M5. 
RE: EPA Request 90335-1 

Til!i! MRIDs proviaed sufficiently address tne tech screen 

Thanks! 

Regi1trot>o,, R:1!:1 Mcrnoge, 
E"ll.lirCJOf'l1er)tol D,otertion Agency 

1:'.00 Pen,,, Aw. NW (7510P) 
Wa1Hnqtcm. DC 10..it<J 
;r ?Q~ =i.11-021.,,s Offi, e 

Slreet oddre.11, 2m Gy1ta1 Drio.;e 

r>ot"mm Ve., ::I 5out h 
A, ir~ton, Vf\ 

From: Sheryl Lindros Dolan <Sdolan@actagroup.com> 
Se nt: Friday, November 09, 2018 5:27 PM 
To: Northt?m, Terna <Northern.Terria@epa_gO\/> 

Cc: Bain, Zeno <B;;in.Zeno@epa.gov>; Heatller ~ Coffins, M S. <hcollins@actagroup.com> 
Subject: RE: EP4 ReQuett 90335-i 
Importance: ~igh 

Zeno andTerrla, 

We are confuSed by EPA's letter arid reque.sta call earlyneid v.eekso Iha! 1•e can provide EPA .,..;th II complete end timely 
response 

In the teen nrai I screen, the reviev..er stales, 'Please proVlde information regarding labnc treatment and lest lot 
d~IJtion. Unable to determine the prooucttest concentration wthout this tnformat)on.' We find this comment confusing ror 
the follo,•.in~ reason 

• Applied Si lver Inc (ASI) submitted a sim~er label amendment applicabon on Novem ber 17, 2017, v.nich EP.A 
approve<! on Apnl 25, 201 8. 

• .As stated clearly In the cover letter for the current submission: • ASI used leundere<I teJdile samples produced during 
the simulated use test pre\1ously reviev.ed by EPA for the efficacy testing to support the newciaim s proposed in 
this amendm ent app~cation The I.taster Rerord Identification (MRID) numbers for the simulated u.se lesl.rng 
inform atlon preV10usly re V1ev.ed byE PA are lnduded n the accom penwi g data matrix. ' 

ASI proV1ded date suffioent for EPA to assess fabnc treatment and test lot dilutlon br the amendment application approved 
on Apnl 25, 2018. As stated in the cover letter t>rthe pending application, the efficacy studies submitted lo support the 

:0 14J'.tOIJ I I I 11 / 00256248.IJOC)< 'ii 
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Attachrnent 
Page 4 

cU1Tent label amendment y,,ere con<!uded on fatmc trested as part of the s;am e 51muJated use test previously rev1e\o,ecl by 
EPA EPA sou gilt ciantcation regaming the fabric treatment and test lot dMion previously, to v.n!Ch ASI sucressfuiy 
responded. The MRID for the volumes pertlne-nt to the sim Lilllted use test (l,IRID 50440502 and 50504501) are died i n the 
data matnx for the current pending applicnlion. As such, v.e are con'-1sed ...tiy the data concerning f3bric lreatmen1 and 
test lot dj ufion that EPA found sufficient earlier this year are not now sufficient. 

It appears to ASI that EPA already has the mfomiation that 1I hes requested 1n the Hl-day deficiency letter (apart from 
confirm ing tl)at the efficacy studies submitted v.ere conducted on fabric that v.us treated v.tth the currenUy registered 
product, v.nich ASI \WI be pleased to contirm). ASI requests II ca.JI, however, to confirm that v.e are not mlSSlng anything. 

Thank you end besl regards, 
Sheryl Dolan 

SHER YL LIN0ROS DOLAN 
SB◄IOR REGULATORYCONSULTAHT 

ACTA AS11, , lcUR[IPE I '"E.11M£RLA5 
.22XI Ferr.sylvan&a .A.1enue r-11'1 !sid" !OOV-1 I \Va5,"<n;,\Oi1, D,C Zl!Br 
T 202,--2~503-1 I F 2D2-567-3-831l actagn:up.oom 

From : Northern, Terr,a <Northern.Terria<'@epa eov> 
Sent: Wed nesday, November 7, 2018 1S3 PM 
To: Sheryl Lindros Dolan <sdolan@acragrouo.com> 
Cc: Bain, Zeno <Elaln Zeno'®epa.gav> 
Subject: EPA Request9033S-1 

He.llo Sheryl -the Agency completed the iritial te<:hnical screen tor the EPA registration number 90335-1 and the data 

failed. Please review ahd respond 10 the deficiencies Hsted in the attached letter within 10 business days. Questions or 
comments cot1tact me directly or Zeno Bain. 

Thanks! 

7~ ?UtcJJ&-.rt 
Regstration RisH Monogei 
Erwironrnental Protection Agenci,• 
1100 Penn. Ave .. NW (7510P) 
Wo;hington, DC 20-l60 
#703-3-.17-0265 Office 

St reet odd:e~i, 2m Gy1tci Drive 
I Po tom ex Var d S-outh 
A1iirY)to..VA 

[01433.001 / I l I I 00256148.DOC'X 5i 

.! 



38

orrn Aooroved. O 0 , 70-006 • MBN 20 0 
Please read ins/ructions on reverse before compleling form, 

Registration OPP Identifier Number 

United States 
~ 

&EPA Environmental Protection Agency X Amendment 
Washington, DC 20460 i---, 

Other 

Application for Pesticide - Section I 
1. Company/Product Number 2. EPA Product Manager 3, Proposed Classlfication 
90335-1 Zeno Bain 

4 . Company/Product (Name) PM# D None D Restricted 
SilvaClean<!J 33 

5. Name and Address of Applicant (Include Zip Code) 6 . Expedited Review. In accordance with FIFRA Section 3(c)(3) 

Applied Silver, Inc. (b)(i), my product is similar or identical in composition and labeling 

26254 Eden Landing Road to: 

Hayward, CA 94545 EPA Reg. No. 

□ Check if this is a new address Product Name 

Section - II 

□ Amendment · E)(j)lain below. □ 
Flnal printed labels in response lo 
Agency letter dated 

□ Resubmission in response to Agency letter dated □ "Me Too· Application. 

□ Notification - Explain below. ~ Other• Explain below. 

Explanation: Use additional page(s) if necessary. (For Secbon I and Section II.) 
In its November 9, 2018, lo November 13,2 018, e-mail exchange with the Antimicrobials Orvision, Applied Silver Inc. (ASI) resolved the 
issues rafsed in AD's November 7, 2018, 10-day deficiency letter, Decision No. 545575. ASI is submitting the accompanying letter and 
copy cf the e-mail exchange to complete EPA's files for lhe pending amendment application to add additional microorganisms and related 
claims to the label for SilvaClean®, EPA Reg. No. 90335-1 . 

Section - Ill 
1. Material This Product WIii Be Packaged In: 
Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container O Yes• □ Yes D Yes □ Metal 

~ No ~ No [g] No ~ Plastic 

If "Yes" No. per If "Yes· No. per 
□ Glass 

* Certification must 
Unit Packaging Wgt. container Package wgt container 

□ Paper 
be submitted 

I □ Other (Specify) 

3. Location of Net Contents Information 4 , Size{s) Retail Container 5, Location of Label Directions 

(2) Label D Contafner 1 and 2 Hiers [21 On Label 

□ On Labeling accompanying product --
6. Manner in Which Label is Affixed to Product □ Lithograph □ Other 

[21 Paper glued 

□ Stenciled 

Section - IV 
1. Contact Point (Complete items directly below for identification of indiVidua/ to be contacted, if necessary, to process this aoolication.) 
Name I Title I Telephone No, (Include Area Code) 
Sheryl Undros Dolan Agent (2D2) 266-5031 

Certification 6. Dale Application 
I cerufy that the statements I have made on this form and all attachments thereto are true. accurate and complete. I Received 
acknowledge that any knowingly false or misleading statement may be punishable by fine or impnsonmenl or both 
under appfoable law 

(Stamped) 
2. Signature- 1 • I • .. f ••• 3. Title 

I ' •~ f I • 

VP Product Development and Marketing 

4. Typed Name 5. Date 

Dr, Pnya Balachandran November 20. 2018 

EPA Form 8570-1 (Rev. 8-94) Previous editions are obsolete. .. 
White - EPA File Copy (original) Yellow - Applicant Copy 
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Please rE structions on reverse before completing fonn 
F A orm ,oorov 0 -ed 0MB N 2070 0060 

Registration 
OPP Identifier Number 

-
&EPA 

United States 

Environmental Protection Agency X Amendment 
Washington, DC 20460 - Other 

Application for Pesticide - Section I 
1 Company/Product Number 2. EPA Product Manager 3 Proposed Classification 

90335-1 Zeno Bain 

4 . Company/Product (Name) PM# D None D Restricted 
SilvaCleant' 33 

5, Name and Address of Applicant (Include Zip Code) 6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 

Applied Silver, Inc. 
(b)(i), my product is similar or identical in composition and labeling 

26254 Eden Landing Road to. 

Hayward, CA 94545 EPA Reg. No 

D Check if this is a new address Product Name 

Section - II 

~ Amendment - Explain below □ 
Final printed labels in response to 
Agency leller dated 

□ Resubmiss,on 1n response 10 Agency letter dated □ "Me Too" Application, 

□ Notification • Explain below. □ Other - Explain below 

Explanation: Use add1IIona1 page(s) 1f necessaiy. (For Section I and Section II ) 

This application is an amendment to add additional microorganisms and related claims to the label for SilvaCleane. EPA Reg. No. 90335-1 . 
Applied Silver expects that EPA will place this application into PRIA 3, Category A570, with a $3.831 fee and 4-month review. 

Section - Ill 
1. Material This Product Will Be Packaged In: 
Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2, Type of Container 

□ Yes~ D Yes □ Yes □ Metal 

~ No ~ No ~ No ~ Plastic 

If Yes" No. per If ' Yes" No per □ Glass 

" Cerlification must 
Unit Packaging wgt. container Package wgl container 

□ Paper 

be submitted 
I □ Other (Specify) 

3 Location of Net Contents Information 4 . Size(s) Retail Container 5. Location of Label Directions 

181 Label D Container 1 and 2 liters l8l On Label 

□ On Labeling accompanying product --
6 Manner in Which Label is Affixed to Product □ Lithograph □ Other 

18] Paper glued 

□ Stendled 

Section - IV 
1 ' Contact Point (Complete items directly below for identification of individual to be contacted, if necessarv, to process this aoolication.) 
Name I Title / Telephone No. (Include Area Code) 
Sheryl Lindros Dolan Aoent (202) 266-5031 

Certification 6 Date Apphcat1on 
I certify that the statements I have made on this form and all attachments thereto are true, accurate and complete Received 
I acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or 
both under applicable law, (Stamped) 

2. Signature 

,'Y ~~1,1 l ·," -
( ..... ,. . 3. Title 

VP Product Development and Marketing 

4, Typed Name 5. Date 

Dr Priya Balachandran September 6. 2018 

EPA Form 8570-1 (Rev. 8-94) Previous editions are obsolete. White - EPA File Copy (original) Yellow - Applicant Copy 
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A AP.plied 
o\..-JoS1lver 

Via COX Electronic Submission 

Mr. Zeno Bain 
Document Processing Desk 
U.S. Environmental Protection Agency 
Office of Pest icide Programs 
7504P, Room S-4900 
One Potomac Yard 
2777 Crystal Drive 
Arlington, VA 22202 

September 6, 2018 

Re: Application to Amend SilvaClean}<j Registration. EPA Reg. No. 90335-1 

Dear Mr. Bain: 

Applied Silver, lnc. (ASI) is pleased to submit to the U.S. Environmental 
Protection Agency (EPA) Office of Pesticide Programs (OPP) Antimicrobials Division (AD) the 
accompanying application to amend SilvaClean\l<i, EPA Reg. No. 90335- 1, which cutTenlly is 
registcr1;:d as a " Laundry additive to reduce post- laundry contaminat ion w ith residual acti v ity 
against Staphylococcus aureus after 6 hours of contact and Klebsiella pneumoniae after 3 hours 
of contact Antimicrobial textile treatment for commercial and industrial use on fibers or 
texti les. Si lvaClea,/

1
' is effecti ve ·in inhibiting the growth of bacteria, mold and mildew in 

products to which it is applied. SilvaClean® will kill 99.9% of S aureus after 6 hours or contact 
and 99.9% or K. pneumoniae. a11er 3 hours of contact wjth SilvaCleanM treated fabric (cotton, 
cotton/polyester blend and microfiber materials)". 

As discussed during a pre-submission meeting between ASl and OPP 0 11 October 
24. 2017. and during a subsequent meeting between ASI and OPP on Apri l 12, 2018, ASI is 
submitting this application to extend the list of approved kill claims to include the fo llowing 
microorganisms: 

■ Vancomycin-resistant E111erococcusfaeca!is (VRE) 
■ Extended-spectrum beta-lactamase positive (ESBL) Escherichia coli 
■ AcineJobucler baumannii 
■ Candida albicans (yeast) 
■ Metbicilli n-Resistant Staphylococcus aureus (MRSA) 

101433 001 , I I I / 00249308.D(X~X 9: 

Applied Silver Inc. 

26254 Eden Landing Road 
1-!ayward, CA 94545 
888-939-4747 
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Mr. Zeno Bain 
Seplember 6, 20 18 
Page 2 

These microorganisms have been selected due to their prevalence as problematic post-laundry 
conlaminants in healthcare and sports seuings. The enc losed discussion vol ume (Vol ume I) 
high lights heallhcare laundry industry besl practices and peer reviewed literature that o utline the 
current c hallenges posed by these post-laundry contaminants. 

AST previously followed the Office of Chemical Safety and Pollution Prevention 
(OCSPP) Guideline 810.2400(e)( I), to generate the data submitted on November 17, 2017, in 
support of the registration amendment approved on April 25, 20 18. As part of that testing, ASI 
relied on the simulated use test specified in the guideline to produce the laundered textile 
samples for the subsequent efficacy testing. SilvaClean laundry additive was used to treat the 
standard hospital linen made or 55%/45% cotton/polyester blend in a s imulated use test, where it 
was added to fabric in the final step of a laundering process. ASI used laundered textile samples 
produced during the s imulated use test previously reviewed by EPA for the e fficacy testing to 
suppon the new claims proposed in this amendment application. The Master Record 
ldentiJication (MRlD) numbers for the simulated use testing infom1ation previously reviewed by 
EPA are included in the accompanying data matrix. 

Consistent with the Guideline, e ffi cacy testing was conducted on the treated fabric 
according to AATCC Method I 00-20 12 for the following microorganisms: Vancomycin
resistant Enterococcus .faeca/is (ATCC 5 1299), Extended-spectrum beta-lactamase positive 
Escherichia coli (ATCC BAA- 196), Acine1obacter hawnannii (ATCC 19606), S1aphy/ococcus 
aureus (ATCC 33591 ), and Candida albicans (A TCC l 023 1 ). The results of the successfu l 
Good Laboratory Practice (GLP) efficacy testing are presented in the accompanying Vo lumes 2-
6. 

Accompanying this submission are the following supporting documents: 

■ Transmittal document; 

■ Pesticide Registration Improvement Extension Act (PRI A 3) foe payment rece ip t: 

■ Proposed label (redl inecl and clean vers ions); 

■ EPA Forms 8570-1, 8570-34, and 8570-35 (confidential and public vers ions): 

■ Volume l : A discussion volume that revie,-vs the efficacy testing and proposed 
clai ms, and inc ludes copies or correspondence and related docume ntation 
exchanged with EPA pertinent to this amendment application. 

■ Volumes 2~6: efficacy stud ies, for the five microorganisms. 

:01433,001 / 111 /0024930S.O<JC'X <I i 
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Mr. Zeno Bain 
September 6, 20 18 
Page 3 

AS) looks forward to working w ith the Antimicrobials Division to make this 
amendment to its product label. If there are any questions or comments about this submission, 
please contact Shery l Lindros Dolan, The Acta Group, at (202) 266-503 1 o r 
sdolan(m,actagroup.com. 

cc: Mr. John Hebert (letter only) 

;0 14.U.00 1 I 111 / 00249308.l)OCX 9: 

Sincerely, 

Dr. Priya Balachandran 
Vice President Product Development and Marketing 
Applied Silver, Inc. 
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MRID No. 50669000 

Transmittal Document 

Name and Address of Submitter: 

Appl ied Silver, Inc. 
26254 !::den Landing Road 
Hayward, CA 94545 

Company No.: 
Contact Person: 
Title: 

Telephone: 
E-Mail: 

90335 
Dr. Priya Balachandran 
VP Product Development and 
Marketing 
I (888) 939 4747 
priya@appliedsilver.com 

Individual to be contacted, if necessary, to process this application: 

The Acta Group, L.L.C. 
2200 Pennsylvania Avenue, N.W. 
Suite 100W 
Washington, D.C. 2003 7- 170 I 

Contact Person: 
Telephone: 
Fax: 
E-Mail : 

Sheryl Lindros Dolan 
(202) 266-503 1 
(202) 557-3836 
sdolan@actagroup.com 

Regulatory Actions: This application is an amendment to add additional microorganisms and 
related claims to the label for SilvaClean@, EPA Reg. No. 90335~1. Applied Silver expects that 
EPA wi ll place this application into PRlA 3, Category A570, with a tee of $3,831.00 and a 4-
month review period. 

Transmittal Date: September 6, 20 18 

List of SubmiLted Studies: 

Vol. Contents Guideline No. Studv Rcoort Title M RJD No. 
Amendment 

Background and Discussion Overview and 
1 Discussion of 810.2400 

for Proposed Label Claims. 
50669001 

Proposed Label Report No.1433.001-03. 

Claims September 5. 2018, 383 p. 

Evaluating Self-Sanitizing 
Fabric using the AATCC I 00 

Residual Self Method against E. coli 
2 Sanitizing Efficacy 810.2400(e)( I) (ESBL), Treated Cotton/Poly 50669002 

Data Blend Fabric, Microchem 
Laboratory, Repo1t No. 
GLP1861, July 23. 2018. 49 p. 
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MRIO No. 50669000 

Vol. Contents Guideline No. Study Rcoort Title MRIDNo. 
Evaluating Self-Sanitizing 
Fabric using the AA TCC I 00 

Residual Se! r Method against 

3 Sanitizing Efficacy 8 I 0.2400(e)(I ) 
E . .fcrecalis (VRB). Treated 50669003 

Data 
Cotton/Poly Blend Fabric, 
Microchem Laboratory, Report 
No. GLP 18653. July 23. 2018, 
44p. 
Evaluating Self-Sanitizing 
Fabric using the AA TCC l 00 

Residual Self 
Method against 

4 Sanitizing Efficacy 810.2400(e)( I) 
A. bawnannii, Treated 50669004 

Data 
Cotton/Poly Blend Fabric, 
Microchem Laboratory, Report 
No. GLPI 853, July 23, 2018, 
44 p. 

Evaluating Self-Sanitizing 
Pabric using the AATCC I 00 

Residual Self 
Method against 

5 Sanitizing Efficacy 810.2400(e)(l) 
C. albicans, Treated 50669005 
Cotton/Poly Blend Fabric, 

Data Microchem Laboratory, Report 
No. GLPI 863, July 23, 20 I 8, 
44 p. 
Evaluating Self-Sanitizing 
Fabric using the AA TCC 1 ClO 

Residual Self 
Method against 

6 Sanitizing Efficacy 810.2400(e)(l ) 
S aureus (MRSA), Treated 50669006 

Data 
Cotton/Poly Blend Fabric, 
Microchem Laboratory. Report 
No. GLP1966, August 24, 
2018, 39 p. 

2 
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UNrTED STATES ENVIRONMENT AL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

September 12, 2018 

OPP Decision Number: D-54412 1 
EPA File Symbol or Registration Number: 90335-1 
Product Name: SilvaClean 
EPA Receipt Date: 06-Sep-20 18 
EPA Company Number: 90335 
Company Name: APPLIED SILVER INC. 

SHERYL LINDROS DOLAN 
THE ACTA GROUP 
AGENT FOR APPLIED SILVER, £NC. 
2200 PENN. AVE .. N.W., SUITE lOOW 
WASHINGTON, DC 1 0037-

OFFICE 01' CHEMICAL SAFETY 
AN!) POLLlfrlON PREVENTION 

SUBJECT: Receipt of Registration Amendment Subject to Registration Service Fee 

Dear Registrant: 

The Office of Pesticide Programs has received your amendment and certification of 
payment. lfyou submitted data with this application. the results of the PRN-2011 -3 screen wi ll 
be communicated separateJy. During the administrative screen, the Office of Pestic ide Programs 
has determined that this Action is subject to a Pesticide Registration Service Fee as defined in 
the Pesticide Registration Improvement Act. 

The Actjon has been identified as Action Code: A570 

AMENDMENT;NON-FAST TRACK;REQUlRfNG DATA REVIEW; 

No additional payment is due at this time. If you have any questions, please contact 
the Pesticide Registration Service Fee Ombudsman at (703) 308-8154. 

Sincere ly, 
,.._/-:;;;!fZ-

FrontEnd Processing Staff 
Information Technology & Resources Management Division 
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D/612018 

Pay,.gov 
Receipt 

Your payment is complete 
Pay.gov Tracking ID: 26C30GUH 
Agency Tracking ID: 75567849458 

Pay.gov • Rece,r 

Form Name: Pesticide Registration Improvement Act - Prepayment 
Application Name: PRIA Service Fees 

Payment lnfonnation 
Payment Type: Debit or credit card 
Payment Amount: $3,831 .00 
Transaction Date: 09/06/2018 03:30·28 PM EDT 
Payment Date: 09/06/2018 
Registration Number: 90335-1 
Company Name: Applied Silver 
Company Number: 90335 
Action Code: A570 

Account lnfonnation 
Cardholder Name: Juman Wang 
Card Type: Master Card 
Card Number: ........... . 4291 

Email Confinnation Receipt 
Confirmation Receipts have been emailed to: 
joyce@appliedsilver.com 

l1tlps,I/WWv,.pay,gov/pubhc-./collection/confirm/prinl/26C30GUH/MasterCard \ I 1 
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UNITED STATES ENVIRONMENTAL PROTECTION AGEN C~ 
V',/.A.:~: 1-11 r1.1 c. To ~,J , CJ ,.... J] 45n 

APPLIED SILVER, INC. 
26254 EDEN LANDING ROAD 
HAYWARD, CA 94545 

September 12, 2018 

Report of Analysis for Compliance with PR Notice 11-03 

OFF ICE OF C 1-1B, .. 11 [.AL ':.P•FET, 
.::.N[I PO LLIJTIOt·J PRE\,HITI ON 

Thank you for your submittal of 06-SEP-18. Our staff has completed a 
preliminary analysis of the material. The resu lts are provided as follows: 

Your submittal was found to be in tull compliance with the stanoards tor 
submission of data contained in PR Notice 11-03. A copy of your bibl iography is 
enclosed, annotated with Master Record ID's (MRIDs) assigned to each 
document submitted. Please use these numbers in all future references to these 
documents. Thank you for your cooperation. If you have any questions 
concerning this data submission, please raise them with the cognizant Product 
Manager, to whom the data have been released. 
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MRJD No. 50669000 

Transmittal Docume nt 

ame and Address or Submitter: 

Applied Si lver, Inc. 
26254 Eden Landing Road 
Ha) ward. CA 94545 

Company No.: 
Contact Person: 
Title: 

Telephone: 
E-Mail: 

90335 
Dr. Priya l3alachandran 
VP Product Developmem and 
Marketing 
I (888) 939 4747 
priya@appl iedsi Iver.com 

Individual to be contacted. irnecessary. lO process this application: 

The Acta Group. L.L.C. 
2200 Pennsylvania Avenue, N.W. 
Suite I OOW 
WashingLOn, D.C. 20037-170 I 

Contact Person: 
Telephone: 
Fax: 
E-Mail: 

Sheryl Lindros Dolan 
(202) 266-503 1 
(202) 557-3836 
sdolan(a •actaf!roup.com 

Regulatory Actions: This application is an amendment to add add itional microorganisms and 
related c laims to the label for Sil vaCleaniX . EPA Reg. No. 90335-1. Appl ied Silver expect that 
EPA wi ll place this application into PRIA 3, Category A570. with a lee of $3.83 1.00 and a +
month review period. 

Transmittal Date: September 6.20 18 

List or Submitted Studies: 

Vol. Contents G uideline No. Study Report Title MRJD No. 
Amendment 

Background and Discussion Overview and 
I Discussion of 810.2400 for Proposed Label Claims. 50669001 

Proposed Label Report o. 1433.001 -03. 

Claims September 5, 2018. 383 p. 

Eva luating Self-Sanitiz ing 
Fabric using the AA TCC I 00 

Residual Self Method against £. coli 
2 Sanitizing Efficacy 8 10.2400(e)( I) (ESBL), Treated C(1tton/Poly 50669002 

Data Blend Fabric, Microchcm 
Laboratory. Report No. 
GLP l86 1, July 23, 2018, 49 p. 
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MRID No. 50669000 

Vol. Contents Guideline No. Study Report Title MRID No. 
Eva I uati ng Self-Sanitizing 
Fabric using the AA TCC I 00 

Residua l Self Method against 

3 Sanitiz ing Efficacy 810.2400(e)( I) E..faecalis (VRE), Treated 
50669003 

Data Cotton/Poly Blend Fabric. 
Microchem Laboratory, Report 
No. GLP 18653, July 23, 2018. 
44 p. 
Evaluating Self-Sanitizing 
Fabric using the AA TCC 100 

Residual Self Method against 

4 Sanitizing Efficacy 8 I 0.2400(e)( I) A. haumannii, Treated 
50669004 

Data Cotton/Poly Blend Fabric. 
M icrochem Laboratory, Report 
No. GLP 1853. July 23, 20 18. 
44 p. 

Evaluating Self-Sanitizing 
Fabric using the AATCC I 00 

Residual Self Method against 

5 Sanitizing Eflicacy 81 0.2400(e)( ! ) C. albicans, Treated 
50669005 

Data C0tton/Poly Blend Fabric, 
M icrochem Laboratory, Report 
No. GLP 1863, July 23, 2018. 
44 p. 
Evaluating Self-Sanitizing 
Fabric using the AA TCC I 00 

Residua l Self Method against 

6 San itizing Efficacy 810.2400(e)( I) S. aureus (MRSAJ. Treated 
50669006 

Data Cotton/Poly Blend Fabric, 
Microchern Laboratory, Report 
No. G LP 1966, August 24, 
2018, 39 p. 

2 
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~ Applied 
oUoS1lver 

Via CDX Electronic Submission 

Mr. Zeno Bain 
Document Processing Desk 
U.S. Environmental Protection Agency 
Office of Pesticide Programs 
7504P. Room S-4900 
One Potomac Yard 
2777 Crystal Drive 
Arlington. VA 22202 

September 6. 20 18 

Re: Application co Amend SilvaClean'IIJ Registration. £ PA Reg. No. 90335-1 

Dear Mr. Bain: 

Applied Silver, Inc. (ASI) is pleased to submit to the U.S. Ern-ironmental 
Protection Agency (EPA) o mcc of Pesticide Programs (OPP) Antimicrobials Division (AD) the 
accompanying application to amend SilvaCleanO!I, EPA Reg. No. 90335- 1, which current ly is 
registered as a "Laundry additive to reduce post-laundry contamination with residual activ ity 
against Staphy lococcus aureus after 6 hours of contact and Klebsiella pnewnoniae after 3 hours 
of contacr. Antimicrobial textile treatment fo r commercial and industrial use on ti bers or 
textiles. SilvaClean w is effecti ve in inh ibiting the growth or bacteria, mold and mildew in 
products lo which it is applied. SilvaClean'"f(I will ki ll 99.9% of S. a111·eus after 6 hours or contact 
and 99.9% of K. pneumoniae after 3 hours of contact with SilvaClean ll treated fabric (cotton. 
cotton/polyester blend and microfiber materials)'·. 

As discussed during a pre-submission meeting berween A I and OPP on October 
24, 2017, and duri ng a subsequent meeting between ASI and OPP on Apri l 12. 20 18, ASI is 
submitting this application to extend the list of approved kill claims to include the fo llowing 
microorganisms: 

■ Vancomycin-rcsistant Enterococc11.<;.faecalis (YRE) 
■ Extended-spectrum beta-lactamase positive (ESBL) Est:herichia coli 
■ Acinctobacter haumannii 
■ Candida albicans (yeast) 
■ Methicil lin-Resislant Staphy lornccus aureus (MRSA) 

:u l-lJJ uU I I I II I 002-1 9308 DOCX 9) 

Applied Sliver Inc. 
26254 Eden landing Road 
Hayward, CA 94545 
888-939-4747 
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Mr. Zeno Bain 
September 6, 20 18 
Page 2 

These microorganisms have been selected due to their prevalence as problematic post-laundry 
contaminants in healthcare and spo11s settings. The enclosed d iscussion vo lume (Volume I ) 
highl ights healthcare laundry industry best practices and peer reviewed literature that outline the 
current chaJ lenges posed by these post-laundry contaminants. 

ASI previously fo llowed the Oftice of Chemical Safety and Pollution Prevention 
(OCSPP) Guideline 810.2400(e)( l). to generate the data subrniued on November 17, 2017,. in 
s upport of the registration amendment approved on April 25, 20 18. As part of that testing, AS I 
relied on the s imulated use test specified in the guideline to produce the laundered textile 
samples fo r the subsequent efficacy testing. SilvaClean laundry additive was used to treat the 
standard hospital linen made of 5.5%/45% cotton/polyester blend in a simulated use test, where it 
was added to fabr ic in the final step of a laundering process. ASI used laundered texti le samples 
produced duri ng the s imulated use test previously reviewed by EPA for the efficacy testing to 
support the new claims proposed in this amendment application. The Master Record 
Identification (M RID) numbers for the simulated use testing in formation previously reviewed by 
EPA are included in the accompanying data matrix. 

Consistent with th1.' Guideline, cfficac-) testing was conducted on the t:-c;ited fobri:: 
accord ing lo AATCC Method 100-2012 for tJ1e following microorganisms: Vancomycin
resistant Enterococcus .faecalis (ATCC 5 1299), Ex tended-spectrum beta-laclamase positive 
Escherichia coli (ATCC BAA- I 96), Acinetobacfer haumannii (A TCC i 9606), Staphy/01.:occus 
aureus (A TCC 3359 1 ), and Candida albicans (A TCC I 0231 ). The results of the successful 
Good Laboratory Practice (GLP) efficacy testing are presented in the accompanying Volumes 2-
6. 

Accompanyi ng th is submission are the following supporting documents: 

■ Transmittal document; 

■ Pesticide Registration Improvement Extension Act (PRIA 3) fee payment receipt; 

■ Proposed label (redlined and clean versions); 

■ EPA Forms 8570-1 , 8570-34. and 8570-35 (confidential and public versions); 

■ Volume I: /\ discussion volume that reviews the efficacy testing and proposed 
claims, and includes copies or correspondence and related documentation 
exchanged with EPA pertinent lo th is amendment appl ication. 

■ Volumes 2-6: efficacy studies, for the fl ve microorganisms. 

101433 (.\(ti 1 111 / 00:!49308 DOCX 91 
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Mr. Zeno Bain 
eptember 6. 2018 

Page 3 

AS I looks forward to working with the Anlimicrobials Division lo make this 
amendment to its product label. If there are any questions or comments about th is submission. 
please contact Sheryl Lindros Dolan. The Acta Group, :it (202) 266-5031 or 
sdubn@1actauroup.co111. 

cc: Mr. John Hebert (letter only) 

: ll I 4JJ 00 I 1 111 I ()()24'1308 IXK"X 9 I 

Sincerely. 

1'Y ' P,) /.'( ( u• • '• l ••, • 

Or. Priya Balachandran 
Vice President Product Development and Marketing 
Applied Si lver, Inc. 
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MRID No. 50669000 

Transmitta l Document 

Namt: and Address of Submitter: 

Applied Silver, Inc. 
26254 Eden Landing Road 
Hayward. CA 94545 

Company No.: 
Contact Person: 
Title: 

Telephone: 
E-Mai l: 

90335 
Dr. Priya Oalachandran 
VP Product Development and 
Marketing 
I (888) 939 4 74 7 
priya@appl iedsilver.com 

Individual to be contacted. if necessary, to process this application: 

The Acta Group, L.L.C. 
2200 Pennsylvania A venue, N. W. 
Suite IOOW 
Washi ngton, D.C. 20037- 170 I 

Contact Person: 
Telephone: 
Fax: 
E-Mail: 

Sheryl Lindros Dolan 
(202) 266-503 1 
(202) 557-3836 
sdolan(a1actagroun.com 

Regulatorv Actions: This application is an amendment to add additional microorganisms and 
related claims to the label for SilvaClea,l ', EPA Reg. No. 90335- 1. Appl ied Sil ver expects that 
EPA will place th is appl ication into Pf(IA 3. ctLegory A570, with a fee or $3.831.00 a11u a .... 
month review period. 

Transmil1a l Date: September 6, 20 18 

List of Submitted Studies: 

Vol. Contents Guide line No. S tudy Re port Title MRJD No. 

Amendment 
Background and Discussion Overview and 

J Discussion or 8 10.2400 
fo r Proposed Label Claims. 5066900 1 

Proposed Label 
Report No.1433.00 I -03. 

Claims 
September 5, 2018, 383 p. 

Evaluating Self-Sanitizing 
Fabric using the AA TCC I 00 

Residual Self Method against £. coli 
2 Sanitiz ing Efficacy 810.2400(e)( I) (ESBL). Treated Cotton/Poly 50669002 

Data Blend Fabric, Microchem 
Laboratory, Report No. 
GLPl86 1. July23. 2018. 49 p. 
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MRID No. 50669000 

Vol. Contents Guideline No. Study Report Title MRID No. 
Evaluating Self-Sanitizing 
Fabric using the AA TCC I 00 

Residual Sclr Method against 

3 Sanitiz ing Efficacy 810.2400(e)( I) 
E.faec:olis (VRE). Treated 50669003 
Cotton/Poly Blend Fabric, 

Data 
M icrochem Laboratory. Report 
No. GLP 18653. July 23.2018. 
44 p. 
Evaluating Self-Sanitizing 
Fabric using the AA TCC I 00 

Residual Self Method against 

4 Sanitizing Efficacy 810.2400(e)( I) A. baumannii, Treated 50669004 
Data Cotton/Poly Blend Fabric. 

Microchem Laboratory, Report 
No. GLP 1853, July 23, 20 18, 
44 p. 
Evaluating Self- :rnitizing 
Fabric using the AA TCC I 00 

Residual Self 
Method against 

5 Sanitizing 8fTicacy 810.2400(e)( I) 
C. albicans, Treated 5066900:-

Data CotronlPoly Blend Fah,ic, 
M icrochem Laboratory. Report 

o. GLP 1863. July 23.20 18. 
44 p. 

Evaluat ing Self-Sanitizing 
Fabric using the AA TCC I 00 

Residual Set r Method aga inst 

6 Sanitizing Efficacy 810.2400(e)( I) 
S. aureu.\' (MRSA), Treated 50669006 
Cotton/Poly Blend Fabric. 

Data Microchem Laboratory, Report 
No. GLP 1966, August 24. 
2018, 39 p. 

2 
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~ AP.plied 
°"-J0S1lver 

Via CDX Electronic Submission 

Mr. Zeno Bain 
Document Processing Desk 
U.S. Environmental Protection Agency 
Officl! of Pesticide Programs 
7504P. Room S-4900 
One Potomac Yard 
2777 Crystal Drive 
Arlington. VA 22202 

September 6.20 18 

Re: Application to Amend SilvaClean'Jc Registration. EPA Reg. No. 90335- 1 

Dear rv!r. Bain: 

Applied Silver, Inc. lAS l1 is pleased to submit to the U.S. Environmental 
Protection Agency (EPA) Office of Pesticide Programs (OPP) Antimicrobials Division (AD) the 
accompanying application to amend SilvaCleanilll. EPA Reg. No. 90335- 1, which current ly is 
registered as a "Laundry additive to n.:duce post-laundry contamination with residual acti vity 
against Staphylococcus aureus after 6 hours of contact and Klebsiellh pneumoniae after 3 hours 
of contact. Antimicrobial textile treatment for commercial and industrial use on fibers or 
text iles. Sil vaClcan1

1Q is effective in inhibiting the growth of bacteria, mold and mildew in 
products to which it is applied. SilvaClcan<l\' wil l kill 99.9% of S. aureus a~er 6 hours of contact 
and 99.9% of K. pneumoniae after 3 hours of contact with SilvaClean',o treated fabric (cotton. 
cotton/polyester blend and microfiber materials)'". 

As discussed during a pre-submission meeting between AS! and OPP on October 
24. 2017. and during a subsequent meeting between AS! and OPP on April 12, 2018. A I is 
submitting this application to extend the list of approved ki ll claims to include the fo llowing 
microorganisms: 

■ Vancornycin-resistanl En1erococc11sfaeca/is (VRE) 
■ Extended-spectrum beta-lactamase positive (ESBL) Escherichia coli 
■ Acinetobacter baumannii 
■ Candida alhicans (yeast) 
■ Methicillin-Resistant Staphylococcus aureus (MRSA) 

,U143300 1 / II l l lJU24\JJON DOC>. 9; 

Applied Silver Inc. 
26254 Eden landing Road 
Hayward, CA 94545 
888-939-4747 
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Mr. Zeno Bain 
September 6. 20 18 
Page 2 

These microorganisms have been selected due to their prevalence as problematic post-laundry 
contaminants in healthcare and sports settings. The enclosed discussion vo lume (Volume I) 
highlights healthcare laundry industry best practices and peer reviewed literature that outline the 
current challenges posed by these post-laundry contaminants. 

AS I previously fo llowed the Office of Chemical Safely and Pollution Prevention 
(OCSPP) Guideline 810.2400(e)( I), to generate the data submitted on November 17, 20 17, in 
support of the registration amendment approved on Apri l 25.2018. As part of that testing, /\S I 
relied on the simulated use test specified in the guideline to produce the laundered textile 
samples for the subsequent efficacy testing. SilvaClean laundry additive was used to treat the 
standard hospital I inen made of 55%/45¾ cotton/polyester blend in a simulated use test, where it 
was added to fabric in the final step of a laundering process. ASI used laundered textile samples 
produced during the simulated use test prev iously reviewed by EPA for the efficacy testing to 
support the new claims proposed in this amendment application. The Master Record 
Identification (M RID) numbers for the simulated use testing information previously reviewed by 
EPA are inc luded in the accompanying data matrix. 

Consistent with the Guideline, efficacy testing was conducted on the treated fabric 
according to AATCC Method I 00-20 12 for lhe following microorganisms: Vancomycin
resistant Enterococcus faecal is (A TCC 51299). Extended-spectn11n beta-lactamase positive 
Escherichia coli (ATCC BAA- I 96), Acinelohacter bawnannii (ATCC 19606), Staphyfocnccu.,· 
aureus {ATCC 3359 1 ), and Candida albicans (A TCC I 0231 ). The results of the successful 
Good Laboratory Practice (G LP) efficacy testing are presented in the accompanying Volumes 2-
6. 

Accompanying this submission are the fo llowing supporting documents: 

■ Transmittal document: 

■ Pesticide Registration Improvement Extension Act (PRI A 3) fee payment receipt: 

■ Proposed label (redlined and clean versions); 

■ EPA Forms 8570-1 , 8570-34, and 8570-35 (confidential and public versions); 

■ Volume I: A discuss ion volume that reviews the efficacy testing and proposed 
c laims, and includes copies of correspondence and related documentation 
exchanged with EPA pertinent to this amendmeht application. 

■ Volumes 2-6: efficacy studies. for the five microorgan isms. 

101433001 / 111 I00-i49308 DOCX9! 
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Mr. Zeno Bain 
September 6. 20 18 
Page 3 

ASI looks forward to working with the Antimicrobials Division to make th is 
amendment to its product label. If there are any questions or comments about this submission, 
please contact Sheryl Lindros Dolan, The Acta Group, at (202) 266-503 1 or 
sdolan0 ),actagroup.com. 

cc: Mr. John Hebert (letter only) 

:01433 lnit I 111 / 00249301! DOCX Qi 

Sincerely. 

'r)).1 , l)..i / Jl !\..- u. t I •• 

I . 

Dr. Priya Balachandran 
Vice President Product Development and Marketing 
Applied Si lver, J11c. 
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UNlTED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON. DC 20460 

Sheryl Lindros Do lan 
Agent 
Appl ied Silver, Inc. 
26254 Eden Landing Road 
Hayward, CA 94545 

Apri l 25, 2018 

ml'ICE OF CHE'.MICAL SAFE I Y 
AND POLLUTION l"RtVENTION 

Subject: PRIA Label Amendment -Adding Public Health Uses to the Product 
Product Name: SilvaClean 
EPA Registration N umber: 90335-1 
A pp! ication Date: I I/ I 7/2017 
Decision Number: 536 139 

Dear Ms. Dolan: 

The amended label referred to above, submitted in connection with registration under the Federal 
Insectic ide, Fungic ide and Rodenticide Act, as amended, is acceptable. T his approval does not 
affect any condition s that were previously imposed on this registration. You continue to be 
subject to ex isting conditions on your registration and any dead lines connected with them. 

A s tamped copy of your labeling is enc losed for your records. This labe ling supersedes a ll 
prey iously accepted labe ling. You must submit one copy of the fina l printed labe ling before you 
re lease the p roduct fo r shipment with the new labe ling. Jn accordance with 40 CFR I 52.130(c), 
you may distribute or sell this product under the prev iously approved labeling for 18 months 
from the da te of this letter. After 18' months, you may only distribute or sell this product i f it 
bears this new revised labe ling or subsequently approved labeling. "To d istribute or sell" is 
defined under F IFRA section 2(gg) and its implementing regulation at 40 C FR I 52.3. 

Should you w ish to add/retain a reference to the company's website on your label, then please be 
aware that the website becomes labe ling under the Federal Insecticide Fung ic ide and Rodenticide 
Act and is subject to review by the Agency. If the website is false or mislead ing, the product 
would be misbranded and un lawful to sell o r distribute under FIFRA section I 2(a)( I )(E). 40 
CFR 156. I O(a)(5) list examples of statements EPA may consider false or mis leading. In addition, 
regard less of whether a website is referenced on your product' s labe l, c la ims made on the 
webs ite may not substanria lly differ from those c la ims approved through the registration process. 
Therefore, shou ld the Agency find or if it is brought to our attention that a webs ite contains false 
or mi!';leading statements or c la ims substantially differing from the EPA approved registratio n. 
the website w ill be re ferred to the EPA' s O ffice of E nforcement and Compliance. 



59

Page 2 of2 
EPA Reg, No. 90335- l 
Decis ion No. 536139 

Your release for sh.ipment of the product constitutes acceptance of these conditions. If these 
conditions are not complied with, the registration wi ll be subject to cancellation in accordance 
w ith FIFRA section 6. If you have any questions, you may contact A line Heffernan at 703-347-
8602 or via email at helTernan.aline@.epa.1wv. 

Enclosure: Stamped Label 

Sincerely, 

/ --~-~ 
/~ 

Zeno Bain, Product Manager 33 
Regulatory Management Branch I 
Antimicrobials Division (751 OP) 
Office of Pesticide Programs 
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SilvaClean® 

Laundry additive to reduce post-laundry contamination with residual activity aga inst Staphylococcus 
aureus after 6 hours of contact and Klebsiel/o pneumoniae after 3 hours of contact. Antimicrobial textile 
treatment for commercial and industrial use on fibers or textiles. SilvaClean® is effective in inhibiting the 
growth of bacteria, mold and mildew in products to which it is applied. SilvaClean will kill 99.9% of 5. 
aureus after 6 hours of contact and 99.9% of K. pneumoniae after 3 hours of contact with SilvaClean

treated fabric (cotton, cotton/polyester blend and microfiber materials). {These claims may appear on any 
label panel} 

SilvaClean<P> is composed of: 

Active Ingredient: 

Silver* ................................. ................................... 22.5% 

Other Ingredients ................................................ 77 .5% 
Total. .......................... , ......................................... 100.0% 

* from silver nitrate. 

KEEP OUT OF REACH OF CHILDREN 
DANGER: Corrosive 

See back panel for first aid and additional precautionary statements. 

Net Contents: _ _ _ _ 

EPA Reg. No. 90335-1 
EPA Est. No. xxx-xx-x 

Applied Silver, Inc. 
26254 Eden Landing Road 
Hayward, CA 94545 

Page 1 of 4 

ACCEPTED 
Apr 25, 2018 

, Jrt(~l'.I h!: f ,•L(l 1!r;!i 111 •;1•,:!fu:11: r I ' ) IJl';ld (• 

'.1·td B:ulc:·,r : ·i;;~• l\1 ! ,IL, ::i11~t:1u:,·:I ' 111 lh,: 

;, r,,, l<r,y Ne, 90335-1 

4/24/18 
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SilvaClean~ is applied to or incorporated into industrial products listed below. For non-food contact 

uses only. 

FOR COMMERCIAL AND INDUSTRIAL USE ONLY. Not for Residential Use. 

Laundry additive with residual activity against 5. aureus after 6 hours of contact and K. pneumonioe after 

3 hours of contact on textiles made of cotton, cotton/polyester blend, and microfiber. Examples include: 

pillow covers; sheets; blankets; bedspreads; apparel; uniforms, mops, cloths, towels. 

For material preservation of textiles made of: cotton and cotton/polyester blend, polyester, nylon, 
microfiber, spandex, and nylon/spandex blend. Example items include: pillow covers; sheets; blankets; 
bedspreads; apparel; uniforms; jerseys; active wear; scrubs; lab coats; quilts; liners; curt~ ins; draperies; 

upholstery; towels; shower curtains; and carpets. 

DIRECTIONS FOR USE 

It is a violation of Federal Law to use this product in a manner inconsistent with its label. 

Laundry additive to reduce post-laundry contamination with residual activity against 5. oureus (ATCC 
6538) after 6 hours of contact and K. pneumoniae (ATCC4352) after 3 hours of contact on cotton, 

cotton/polyester blends, and microfiber fabrics and for preservation against st ain- and odor-causing 

bacteria, mold and mildew use as directed. 

SilvaClean® is a concentrate that must be diluted with distilled or deionized water before use. 

Following laundering and treatment with SilvaClean, store clean, unused linens consistently with the 
facility's infection control practices. When linens are being used, SilvaClean remaining in linens will reduce 
levels of 5. aureus by 99.9 % after 6 hours of contact and K. pneumonioe by 99.9% after 3 hours of contact. 

Dilute the following volumes of SilvaClean® concentrate volumes per 100 lbs of selected fabric type into 
500 or 1000 ml distilled or deionized water and dose as part of the final rinse step in the laundry process 

to achieve residual post-laundry contamination reduction: 

• 0.024 oz per 100 lbs cotton 

• 0.032 oz per 100 lbs cotton/poly blend 

• 0.048 oz per 100 lbs microfiber 

Add the diluted solution into the final rinse cycle of a laundry process. Allow to soak with fabric at least 2 

minutes. 

Preservation against stain- and odor- causing bacteria, mold, and mildew: Dilute SilvaClean® to provide 
0.00016% to 0.0014% (1.6 ppm - 14 ppm) silver on fibers or textiles. The treatment level of SilvaClean® 
for a product will depend on the specific needs of the manufacturer, t he textile being t reated, and the 

level and type of performance desired. 

Treat textile by soaking in dilute aqueous solution and agitating for at least 2 minutes. 
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Textile must be clean prior to the application of product. Retreat textile after each laundering. 

Store and manage clean linens consistently with the facility's infection control program and best practices. 

STORAGE and DISPOSAL 

Do not contaminate water, food, or feed by storage or disposal. 

Storage: Store in a safe manner only in areas inaccessible to small children. Store in original container in 
dark location. Keep container tightly closed when not in use. 

Pesticide Disposal: Pesticide wastes are toxic. Improper disposal of excess pesticide, intermediate 

mixtures, or rinsate is a violation of Federal Law. If these wastes cannot be disposed of by use according 
to label instructions, contact your State Pesticide or Environmental Control Agency, or the Hazardous 
Waste representative at the nearest EPA regional office for guidance. 

Container Handling: RETURN THE CONTAINER TO APPLIED SILVER, INC. in the original outer packaging for 
appropriate disposal. Do not clean out, refill or dispose of this container. 

PRECAUTIONARY STATEMENTS AND FIRST AID 

DANGER 
Corrosive 

Causes irreversible eye damage and skin burns. Harmful if swallowed, inhaled or absorbed through skin. 
Do not get in eyes, on skin or on clothing. Avoid breathing spray or mist. Wear goggles, face shield or 
safety glasses. Wear chemical-resistant apron over coveralls with long-sleeved shirt and long pants, 
waterproof gloves covering hands, wrists and lower forearms. Wash thoroughly with soap and water after 
handling and before eating, drinking, chewing gum, using tobacco or using restroom. Remove and wash 
contaminated clothing before reuse. 

First Aid 

If in eyes: Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove 
contact lenses, if present, after the first 5 minutes, then continue rinsing. 
Call a Poison Control Center or doctor for treatment advice. 

If on skin or Take off contaminated clothing. 
clothing: Rinse skin immediately with plenty of water for 15-20 minutes. 

Call a Poison Control Center or doctor for treatment advice. 
If inhaled: Move person to fresh air. 

If person is not breathing, call 911 or an ambulance, then give artificial respiration, 
preferably mouth-to-mouth if possible. 
Call a Poison Control Center or doctor for treatment advice. 

If swallowed: Call a Poison Control Center or doctor immediately for treatment advice. 
Have person sip a glass of water if able to swallow. 
Do not induce vomiting unless told to do so by a Poison Control Center or doctor. 
Do not give anyth(ng ?Y mouth to an unconscious person. 

Note to Physician: Probable mucosa I damage may contraindicate the use of gastric lavage. 
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Have the product container or label with you when calling a Poison Control Center or doctor for treatment 
advice. 
For emergency information on Si lvaClean®, call the National Pesticides Information Center at 1-800-858- . 
7378, 6:30 AM to 4:30 PM Pacific time (PT), seven days a week. During other times, call the Poison Control 
Center 1-800-222-1222. 

Follow the manufacturer's instructions for cleaning/ maintaining PPE. If no such instructions for 
washables, use detergent and hot water. Keep and wash PPE separately from other laundry. 

ENVIRONMENTAL HAZARDS 
Do not contaminate water when disposing of equipment wash waters. This product is toxic to fish and 
aquatic invertebrates. 

Optional M arketing Claims 

Healthcare: As part of a diligent infection control program, experts recommend that a hospital should 
seek to reduce or eliminate exposure to pathogens to the greatest extent practical. One practical, 
inexpensive way to aid in this effort is to use SilvaClean® laundry additive. It provides residual post-laundry 
activity against 5. aureus after 6 hours of contact and K. pneumoniae after 3 hours of contact when textiles 
such as bed linens and patient gowns are laundered through the SilvaClean program and properly stored. 
SilvaClean may be a helpful addition to an Infection Control program. Silva Clean is not a substitute for any 
existing component of a diligent Infection Control program. Practitioners should continue to implement 
fully all infection control measures. 

Sports: As part of a diligent sports medicine infection control program, experts recommend that athletic 
programs should seek to reduce or eliminate exposure to pathogens to the greatest extent practical. One 
practical, inexpensive way to aid in this effort is to use SilvaClean:s> laundry additive. It provides residual 
post-laundry activity against 5. aureus after 6 hours of contact and K. pneumoniae after 3 hours of contact 
when texti les such as bed linens and patient gowns are laundered through the SilvaClean program and 
properly stored. SilvaClean may be a helpful addition to an Infection Control program. SilvaClean is not a 
substitute for any existing component of a diligent Infection Control program. Practitioners should 
continue to implement fully all infection control measures. 
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Heffernan, Aline 

From: 
Sent: 
To: 
Subject: 
Attachments: 

Aline: 

Sheryl Lindros Dolan <sdolan@actagroup.com> 
Tuesday, April 24, 2018 4:51 PM 
Heffernan, Aline; Bain, Zeno 
RE: 90335-1 - Label revisions 
00239970.pdf; 00239972.pdf 

In an abundance of transparency, I have attached both a redlined (document number 239970) and a clean (document 
number 239972) version, both with today's date. 

Thank you, 
Sheryl 

SHERYL LINDROS DOLAN 
SENIOR REGULATORY CONSUL TANT 

ACT A ./\SIA i EUROPF: I iHE .l\f>/lERJU.\~, 

2200 Pennsylvania Avenue. NW, Suite 100W I Washington. D.C. 20037 
T. 202-266-5031 I F 202-557-3836 I actagroup.com 

From: Heffernan, Aline <heffernan.aline@epa.gov> 
Sent: Tuesday, April 24, 2018 4:18 PM 

To: Sheryl Lindros Dolan <sdolan@actagroup.com>; Bain, Zeno <Bain.Zeno@epa.gov> 
Subject: RE: 90335-1 - Label revisions 

Sheryl, 

I need a clean label with this change with toda/s date on it. Because th is is a small change I do not need a red line copy 
of the label. 

Thank you, 

Aline 

From: Sheryl Lindros Dolan [mailto:sdolan@actagroup.com] 
Sent: Tuesday, April 24, 2018 4:07 PM 
To: Heffernan, Aline <heffernan.aline@epa.gov>; Bain, Zeno <Bain.Zeno@epa.gov> 
Subject: RE: 90335-1 - Label revisions 

Aline: 

Thank you for your quick turn-around. We are confirming with Applied Silver that the revised statement is 
acceptable. Assuming that this is the case, please advise what you need from us. We can respond with the clean label, 
with this one additional change, or we can send in Friday's redlined label with this one additional change also in red lined 
text, or we can send in Friday's clean label with only this additional change in redline. (There may be other variations on 
this theme, but please advise what would be the most helpful.) 

Thank you, 
Sheryl 

1 
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SHERYL LINDROS DOLAN 
SENIOR REGULATORY CONSUL TANT 

ACT A ASl1~, i UFWf'f.: I T~E 1,.Ml:HIU12 

2200 Pennsylvania Avenue, NW, Suite 100W I Washingto,n. D.C 20037 
T 202-266-5031 I F 202-557-3836 1 actagroup.com 

From: Heffernan, Aline <heffernan.aline@epa.gov> 
Sent: Tuesday, April 24, 2018 3:41 PM 

To: Sheryl Lindros Dolan <sdolan@actagroup.com>; Bain, Zeno <Bain.Zeno@epa.gov> 
Subject: RE: 90335-1 - Label revisions 

Sheryl, 

I was able to connect with Kristen. There is one sentence that we would like you to change on the label. On page two: 

Dilute the following volumes of SilvaClean® concentrate volumes per 100 lbs of selected fabric type into 500 
or 1000 ml distilled or deionized water and dose as part of the final rinse step in the laundry process to 
achieve residual bacterial reduction for post-laundry contamination: ... 

Please remove bacterial reduction and add the word reduction. So it should read: 

Dilute the following volumes of SilvaClean® concentrate volumes per 100 lbs of selected fabric type into 500 
or 1000 ml distilled or deionized water and dose as part of the final rinse step in the laundry process to 
achieve residual bacterial reduction for post-laundry contamination reduction: ... 

Please let me know if you have any questions about this small change. 

Thank you, 

Aline 

From: Sheryl Lindros Dolan [mailto:sdolan@actagrouo.com) 
Sent: Tuesday, April 24, 2018 2:24 PM 
To: Heffernan, Aline <heffernan.aline@epa.gov>; Bain, Zeno <Bain.Zeno@epa.gov> 
Subject: RE: 90335-1 - Label revisions 

Aline, 

Thank you for the update. 

Best regards, 
Sheryl 

SHERYL LINDROS DOLAN 
SENIOR REGULATORY CONSUL TANT 

ACT A ASIA I tUROPE: fHE AMERICAS 

2200 Pennsylvania Avenue NW, Suite 100W I Washington. D.C. 20037 
T 202-266-5031 1 F 202-557-3836 1 aciagroup.com 
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From: Heffernan, Aline <heffernan.aline@epa.gov> 
Sent: Tuesday, April 24, 2018 2:21 PM 

To: Sheryl Lindros Dolan <sdolan@actagroup.com>; Bain, Zeno <Bain.Zeno@epa.gov> 
Subject: R£: 90335-1 - label revisions 

Sheryl, 

The label looks good to me. I want to confer with the efficacy team leader to make sure she agrees with the changes as 
well. As soon as I have a chance to confer with her I will let you know if we have any comments. 

If all goes well, I plan on getting you a stamped label by the end of the week but hopefully it will be finished sooner. 

Thanks, 

Aline 

From: Heffernan, Aline 
Sent: Tuesday, April 24, 2018 10:24 AM 

To: 'Sheryl Lindros Dolan' <sdolan@actagroup.com>; Bain, Zeno <Bain.Zeno@epa.gov> 
Subject: RE: 90335-1 - Label revisions 

Sheryl, 

I plan on reviewing your label t his afternoon. I will let you know if I have any questions. 

Thank you, 

Aline 

From: Sheryl Lindros Dolan [mailto:sdolan@actagroup.com] 
Sent: Tuesday, April 24, 2018 10:22 AM 
To: Heffernan, Aline <heffernan.aline@epa.gov>; Bain, Zeno <Bain.Zeno@epa.gov> 
Subject: FW: 90335-1 - Label revisions 

Aline and Zeno: 

We wish to confirm AD's receipt of Friday's e-mail. If you could advise regarding the likely timeline for review and 
comment on the proposed changes, that would be greatly appreciated. We know we still owe you a sanitized copy of the 
meeting presentation. 

As always, please advise if there are any questions or comments. 

Best regards, 
Sheryl Dolan 

SHERYL LINDROS DOLAN 
SENIOR REGULATORY CONSULTANT 

ACTA '\SIA I bLROP• •~! l\~JCf{l<'A•, 

2200 Pennsylvania Avenue. NW Suite 100W I Washington.DC 20037 
T 202-266-5031 I F 202-557-3836 1 actagroup.com 
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From: Sheryl Lindros Dolan 
Sent: Friday, April 20, 2018 5:30 PM 
To: Aline Heffernan <heffernan.aline@epa.gov> 
Cc: Kathryn V. Montague <Montague.kathryn@epa.gov>; Zeno Bain <Bain.zeno@Epa.gov>; Lynn L. Bergeson 

<lbergeson@actagroup.com> 
Subject: RE: 90335-1 - Label revisions 

Aline: 

Attached are proposed revisions to the label that was submitted on April 12, 2018; both a red lined (document number 
239767) and a clean label (document number 239761) are attached. In some places, AD's comments from earlier today 
were not self-implementing. In other places, Applied Silver is proposing modest tweaks. In all cases, we believe the 

proposed language is consistent with AD's comments from earl ier today. 

Regarding container disposal, we note that consistent with the current label language, Applied Silver collects the 
containers back from its customers, so t he customers should not be engaged in any disposal. Additional language is 

proposed to clarify. We hope th is is helpful. 

If there are any questions or comments, please call me. We appreciate AD's quick turn around and attention to this 

submission. 

Best regards, 
Sheryl Dolan 

SHERYL LINDROS DOLAN 
SENIOR REGULATORY CONSUL TANT 

ACTA ASIA I FURt)Pf: I Tl-'[ AMERl'..:/1'.:, 

2200 Pennsylvania Avenue. NW Suite I DOW I Washington. DC. 20037 
T· 202-266-5031 , F 202-557-3836 1 actagroup.com 

From: Heffernan, Aline <heffernan.aline@epa.gov> 
Sent: Friday, April 20, 2018 8:18 AM 
To: Sheryl Lindros Dolan <sdolan@lawbc.com>; Montague, Kathryn V.<Montague.Kathryn@epa.gov> 
Cc: Lynn L. Bergeson <lbergeson@actagroup.com>; Bain, Zeno <Bain.Zeno@epa.gov> 
Subject: RE: 90335-1 - Agreement needed to renegotiate PRIA due date 

Sheryl, 

I received a copy of the revised label. It was sent to our efficacy team. Please see the revised efficacy review and the 

annotated label. 

Please let me know if you have any questions on the changes that are being requested. 

Thank you, 

Aline 

From: Sheryl Lindros Dolan [mailto:sdolan@lawbc.com] 
Sent: Friday, March 30, 2018 12:39 PM 
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To: Montague, Kathryn V.<Montague.Kathryn@epa.gov> 
Cc: Lynn L. Bergeson <lbergeson@actagroup.com>; Bain, Zeno <Bain.Zeno@epa.gov>; Heffernan, Aline 
<heffernan.aline@epa.gov> 

Subject: RE: 90335-1 - Agreement needed to renegotiate PRIA due date 

Kay: 

Thank you. On behalf of Applied Silver, Inc., we agree to the 60-day extension. We will forward under separate cover a 
proposed meeting agenda, including the types of information for discussion and meeting participants. 

Best regards, 
Sheryl 

From: Montague, Kathryn V. [mailto:Montague.Kathryn@eM,gQy] 
Sent: Friday, March 30, 2018 12:27 PM 
To: Sheryl Undros Dolan 
Cc: Lynn L. Bergeson; Bain, Zeno; Heffernan, Aline 
Subject: 90335-1 - Agreement needed to renegotiate PRIA due date 

Good Morning, Sheryl, 

Per our discussion, in order to continue considerationf this amendment request and examine the 
additional information/ input from the American Hospital Association that you have described, we 
request that the PRIA timeframe be extended by 60 days, with a new PRIA due date of June 4, 
2018. Please respond to this email to indicate whether or not Applied Silver, Inc. , agrees to this 
new date. I need to have the response no later than Monday, April 2, 2018, in order to begin the 
renegotiation process within OPP. 

Best Regards, 
Kay 

Kathryn V. Montague 
Acting Chief, Regulatory Management Branch I 
Antimicrobials Division 
Office of Pesticide Programs 
(703)305-1243 
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AA official 'WObSr1o of the United Slates government 
Htre•s hOw yOIJ know 

r ----· 
Information 

J Decision# 

536139 

Chemical Name: • 

I SilvaCle~n 

fee Category: 

[ A570 

Original PRIA Due Date: 

~ 18-04-09 
-----

Pn,vious Negotiated Oates: 

Is ""Fix"' in-house?: 

Yes 

NA 

If not, date "Fix" expected: 

2018-04-12 

Negotiated Due Date Reason: 

Summary of Deficiency Type(s): 

PRIA Renegotiation 

kmontaguC• 
(/PRIARenegotialion/logout) 

Page I of 3 

PRIA Renegotiation 

Form Status: Approved 

I R . I &gostratlon # 

190335--1 

I Petition# 

Company: • 

J I APPLIED SILVER. INC. 

PRIA Decis ion Tome Frame: --·7 4M 
~-- -·-----
Proposed New PRIA Due Date: • 

__ _J l 201a-05-~ 
-- --

No 

7 

X 
c, ... 

i 
__ _:_JI 

7 
_] 

I 

.., 

.., 

I Doscrlbe Interactions with Company(Descrtbe when Contacted and Company's Response Including response to Previous Negotiated 

Duo Dates:) 

h ttps:// dcoppodaprod05 .cmii .epa.gov: 8080/PRIARenegotiation/ decisions/ 123 4/4/20 18 
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Edit Page Lor J 

Registrant attempted to bridge this silver product to a copper product with similar uses for efficacy purposes. The 

efficacy team does not agree that the products can be bridged. A 75-day letter was sent March 20. Registrant 

responded March 23 and again on March 29 with a request to renegotiate the PRIA date and meet with the 
Agency. They have some additional information they would like to present to us and have us consider. which 

includes information from the American Hospital Association. Registrant agreed to a 60-day renegotiation. A 

meeting is scheduled for April 12. 

" 75 Date" Letter Sent? • 

Yes.Dale Sent 2018-03-20 No and Reason for none? 

L__, _____________________ _ 

Rationale for Proposed Due Date: Registrant Notified that this is the 

last negotiation: · 

Allow registrant to present additional information, 

and allow the efficacy team time to review this 

information and determine if it changes the decision 

I on bridging of efficacy data. 

L 

Yes 

NA 

lssue(s} Describe in Detail: Reviewer/Approver Comment(s}: 

Efficacy team does not agree with bridging rationale 
for silver laundry sanitizer product that wants to add 

public health claims. Registrant has some additional 

information which may provide new insight into the 

claims/bridging rationale. 

Attachments 

Audit Trail 

eSignature: 

Richard Keigwin (RKEIG\o\/lN} 

from 10 (Hosl IP Address: 

10 .202.130.188) on Mon Apr 
02 16:38:41 EDT 2018 

(hltp:/flnlranet .epa.gov/peslicideSireferencelworl<@homefindex.htm) 

t 1 ,. u_" .' ·" (http:lfln1rane1.epa.gov/) 

(hltpJJwww.epa.gov/epafileSiusenotice.hlm} 

, 1 1 \ 11,,••n· (http:/Jwww.epa.gov1) 

, ·-11 ,.1, .. ,.,,r1 ,,, .. (hltp:/Jwww.epa.gov/peslicides/) 

· (htlp://intranel.epa.gov/pesticideSireferenceflndex.htm) 

,, ,. , 1;,•1 ,. •·• (h ttp:/fintranet.epa.gov/pesticideSiemergenciesflndex.htm) 

· , . 1 ' , (http:mntranet.epa.gov/pesticideslcommenl/index.htm) 

https://dcoppodaprod05.cmii.epa.gov:8080/PR1ARenegotiation/decisions/ 123 

.., 

" I 

I 
I 

V 

.., 
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t',QI[ 

,,.,- h ,.., (http:/(intranet.epa.gov/pes!Jddes/a-z_lndex.htm) 

Page 3 of 3 

~or any type or Logm proo1ems. 

you may email 10 I • , •. ·, (ma,110.EZTech@epa gov) or call 1--866-41 1-4EPA (4372) 

https://dcoppodaprod05.cmii.epa.gov:8080/PR1ARenegotiation/decisions/123 4/4/201 8 
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AP.plied 
Silver 

Applied Silver, Inc. Discussion With 
EPA's Office of Pesticide Programs 

April 12, 2018 

The SilvaClean® System Overview 

Antimicrobial lreatment with Quality Assurance 

Components: 
1. Cartridge: containing EPA registered SilvaCfean~ chemistry 
2. Dispensing device: l inked to laundry machine 
3. Remote cloud monitoring: system control and data collection 

iiiMiii 
Antimicrobial silver 
ion solution cartridge 
inserted into 
dispensing device 

2. Dispensing Device 

Communicates w/ 
laundry machine to 
deliver silver ion 
solution 

02018 Applied Silver, Inc. - All Rights Reserved - Sanit11ed Copy 

Laundry Machine(s) 

Regular 1 ext lies 

SllVAC.lEAN 
Antimlcrobl~I 

Treated Textat,s 

A Applied 
- -- ~Silver 

-. .. 
Cloud Connectivity 

0-a>ilectlonlO 
ensureand,epon 

- - I ., 
~ 
~ 

3. Remote Cloud 
Monitoring 

Communicates 
with device to dose 
SilvaClean• chem. 
Collects data for QC 
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SilvaClean® Technology Explanation 

1. SilvaClean chemistry is added 
to clean laundry during the fina l 
rinse cycle of a laundry process 

Silver ions stick to fabric 
until the next laundry cycle 

2. Bacteria, mold and mildew 
are introduced through 
contact and the environment 

Fabric provides a good 
surface for growth and spread 
of odor and stain causing 
bacteria, mold and mildew 

0 2018 Applied Silver. Inc. • All Rights Reserved - Sanitized Copy 

A AP.plied 
J-...kS,lver 

3. SilvaClean chemistry 
provides antimicrobial 
act ivity to textiles 

Silver ions kill 
microorganisms through 
multiple modes of action 

Competitive Analyses: Features and Benefits A AP.plied 
J-...kS1lver 

TECHNOLOGY 

ATTRIBUTES 

AnOmlcrobiol 
lmpr,gnat,d fabrics 

(copper, silver) 

Fluid repel/ant fabrics 
Dlspasobl• privacy 

curtains 

a ':l'IVAl I ..-AN Chlorine, quot, peroxidt! Fluid repel/ant laundry 
Sllwr Jon antlmlcrob!al foundry add;tivt! addltivt! 

tl!Ktlle treatment 

Sustalnfii Antimkroblal x X 
E/fttt °"l>"NII-- ----

R•latlve Cost $$$$ $$$$ $$$$ $$$ 

.. 
Utl//z,i Existing Proc.,.... 

X X X X 
and T~II~ lttv~ntory 

Maintains Look and F•• I X X X 

DalgMd for All Fabric 
X X X 

Type, 

©2018 Applied Silver, Inc. -All Rights Reserved - Sanitized Copy 4 
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Silver lon~ers~s Quaternary Ammonium Compoundht~e~;d 

Silver Ions 

• Symbol: Ag+ 

• Require soak time: < 2 mins 

• Presence on fabric: chemical bond 

• Mode of action: Oligodynamic 

1. Punctures ce ll membrane 

2. Deact ivates metabol ic enzymes 
(suffocation) 

3. Prevents DNA replication 

• Killing requirement: contact 

C>2018 Applied Silver, Inc. • All R,ghts Reserved - San,tized Copy 

Quaternary Ammonium Compounds 
R' ,. 

• Sym bo I : R""t:-R' h7 
• Required soak time: 5 - 8 mins 

- Time provides limited utility due to 
reality of the laundry process 

• Presence on fabric: chemical bond 

• Mode of action : Cell lysis 

1. Disrupt cell membrane while in a 
common liquid solution 

• Killing requirement: full wetting 
for cell lysis 

Stanford Study Design: SilvaClean(R) In-Situ Activity fa... Applied 
ck.JoS1lver 

Studv DesiQn 

,.,,/f ~ 

••• 
-

1. HLAC 
accredited 
laundry 

1. The study was conducted at 3 community hospitals sharing a common HLAC accredited laundry 
2. Test samples were t reated with SilvaClean" chemistry and cont rol samples were untreated 
3. Pre-patient sampling was conducted post-laundering, transportation and storage at hospital 
4. Post-patient sampling was conducted immediately after patients vacated the rooms 

Hospital 

-~-

2. Transport 3. Hospital 4. Hospital 
to hospital storage storar.e carts 

facility • Pre•l)Ollt!nl 

use.• lamp/mg 
oo,nr 

1 1 

-
5. Hospilal 
patient rooms 

• Po)t-µotienr 

U.)t' ,urnplmg 
pomt 

1912 gowns 
2074 sheets 

~\:_j ~ 
~ L:J ,:-._, ,._.,._u,..,· 

'1>"'4,•' .. -
-~ ... ., ... ,,•yr.,.,,,,..,. 11'• 

-
: ~rftl"f'.~-su,, 

: l""'(llt"'IV'~••Sr,r,. T••li,..,,._1...,"""t ' ,.,..,..l'Q 

• 
>2018 Appi1ed 5tlve,, tnc_ AJI R•r,111 .. Resetvt•cf - San,1111•(1 Copy 
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Stanford Study: SilvaClean® Activity, In-Situ Results .,9.... Applied 
oL-bS1lver 

American Journal of Infection Control 

Bnt!'I Rcpt.HI 

Reduction ,n b,1ctc-rial conr.11nin,1 rion of ho5pit,1I rcxriles by" novel 
silver-based laundry lreatmenL 

John J, O}')rlbll.lW MIJ . Wtll1Jm M. Morm BS . Cre~ory V. Lowry PhD • 
,\w.Ji n N.um1 l'hO · 

.......... ~ .. -....... ~ ............. ( ..... ·~·~ --~ -..--~ .. ,. ..... ,, ,., ...... ·~ ·~,•4-•J-..,,,,, 
,,f,,.,.,, .•.• ....,.,,11"1'"·""'"1 .. ...,....,u,i;..1,.,, .... \.l , ..... ,1-.•1"'~ 

••~., ..... ,o.....i••·· .. ~••~.._, - ,.,.....,_,.,~ ......... ,.,,,f1..,,.,,,, ._ ... ........ ,, 

S. aureus Analysis (Bl 

I 

• 100% and 100% 5. aureus co lony count reductions 
observed on Pre-Patient Use sheets and gowns, 
respectively. 

• 74% and 89% 5. aureus colony count reductions observed 
on Post-Patient Use sheets and gowns, respectively. 

MRSA Analysis (C) 
• 100% and 97% MRSA colony count reductions observed on 

Pre-Patient use sheet s and gowns, respectively. 
• 80% and 100% MRSA colony count reductions observed on 

Post-Patient use sheets and gowns, respectively. 
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Summary of letters of Support Submitted 

• Dr. John Openshaw, MD. Stanford University Department of Medicine. 

- Infectious Disease Physician, Department of Medicine at Stanford University. 

- !=acu ity Fellow at Center for Innovation in Global Health. 

,.2,. Applied 
ol-..kS1lver 

• Christopher G Dawes. Recently retired (March) Stanford Chi ldren's Health, Lucile Packard 
Chi ldren's Hospita l, Chief Executive Officer. 

• Dr. Ronald Loo, MD. Kaiser Permanente, Physician Co-Lead of Health Innovations. 

• Sue Barnes, RN, CIC, FAPIC. Former Kaiser Permanente, National Program Leader for 
Infection Prevention. · 

• Dr. J Trees Ritter, DO, FIDSA. Medical Director of Infection Control Programs of S hospita ls. 

• Dr. Leopold G Selker, PhD, MBA. Research Scholar in Residence at California Polytechnic 
State University (Ca l Poly). 

- Former President of NorthShore University Health System Research Institute. 

- Form er Scholar in Residence at Institute of Medicine - National Academy of Soences. 

• Dr. Aydin Nazmi, PhD. Epidemiologist and Associate Professor of Publ ic Health, Cal Poly. 

• Valerie Laktash, MBA, CHFM, CLSS-HC, CEPSS-HC. Placentia Linda Hospital, Director of 
Facility Services. 

• Dr. David Joyner, MD, FACS. Renowned orthopedic surgeon, athlete and sports 
administrator. 

(c)20l8 Applied S1lvt!1, Inc. All R,ght~ Re~~Jved - Santt1zed Coµy 

Label Claims Discussion 
- -----

Goal: Accurately characterize product performance- to intorm c..onsumers 

,.2,. Applied 
J-.bS,lver 

• Proposed: It provides ongoing residual self-sanitizing activity against 
Staphylococcus aureus and Klebsiella pneumoniae on cotton, cotton/polyester 
blend and microfiber materials until the next laundering event. 

• Discussion 

©2018 Applied S,lvr•r, on, All Righ ts Heserved - Sanot,zeri Copv 
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Heffernan, Aline 

From: 
Sent: 
To: 
Subject: 
Attachments: 

Thank you 

Zeno 

From: Bain, Zeno 

Bain, Zeno 
Friday, April 20, 2018 9:26 AM 
Heffernan, Aline 
FW: Applied Silver Meeting 
AD Applied Silver 90335-1 Meeting Sign-ln.pdf 

Se nt: Thursday, April 12, 2018 8:08 PM 
To: 'Sheryl Lindros Dolan' <sdolan@actagroup.com> 
Cc: Lynn L. Bergeson <lbergeson@actagroup.com>; Montague, Kathryn V. <Montague.Kathryn@epa.gov> 

Subject: RE: Applied Silver Meeting 

Sheryl 

Please find the sign in sheet attached from today's meet ing. 

Thank you 

Zeno 

From: Sheryl lindros Dolan [mailto:sdolan@lawbc.com1 On Behalf Of Sheryl Lindros Dolan 
Sent: Wednesday, April 11, 2018 1:12 PM 
To: Montague, Kathryn V. <Montague.Kathryn@epa.gov> 
Cc: Pease, Anita <Pease.Anita@epa.gov>; Bain, Zeno <Bain.Zeno@epa.gov>; Lynn L. Bergeson 

<lbergeson@actagroup.com> 
Subject: Applied Silver Meeting 

Kay: 

In anticipation of our meeting tomorrow, April 12, 2018, with Applied Silver, Inc. (ASI), we are forwarding the attached letters 
of support from the following U.S. public health industry leaders. In summary, the letters speak to the challenges faced 
today in healthcare facilities regarding infection control and the value placed on reducing pathogen burden on linens/textiles. 

► Dr. John Openshaw, MD. Stanford University Department of Medicine (document number 238491 ) 
• Infectious Disease Physician, Department of Medicine at Stanford University. 
• Faculty Fellow at Center for Innovation in Global Health. 

► Christopher G Dawes. Recently retired (March) Stanford Children's Health, Lucile Packard Children's Hospital, 
Chief Executive Officer (document number 238747) 

► Dr. Ronald Loo, MD. Kaiser Permanente, Physician Co-Lead of Health Innovations (document number 238490) 
► Sue Barnes, RN, CIC, FAPIC. Former Kaiser Permanente, National Program Leader for Infection Prevention 

(document number 238492) 
► Dr. J Trees Ritter, DO, FIDSA. Medical Director of Infection Control Programs of 5 hospitals (document number 

238717) 

l 
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► Dr. Leopold G Selker, PhD, MBA. Research Scholar in Residence at California Polytechnic State University (Cal 
Poly) (document number 238488) 
• Former President of NorthShore University Health System Research Institute. 
• Former Scholar in Residence at Institute of Medicine - National Academy of Sciences. 

► Dr. Aydin Nazmi, PhD. Epidemiologist and Associate Professor of Public Health, Cal Poly (document number 
238718) 

► Valerie Laktash, MBA, CHFM, CLSS-HC, CEPSS-HC. Placentia Linda Hospital, Director of Facility Services 
(document number 238487) 

► Dr. David Joyner, MD, FACS. Renowned orthopedic surgeon, athlete and sports administrator (document number 
238486) 

We will bring hard copies of the letters with us tomorrow but wished to forward them ahead of time. 

We look forward to our discussion tomorrow. 

Best regards, 
Sheryl 

SHERYL LINDROS DOLAN 
SENIOR REGULATORY CONSUL TANT 

.J ~ -· I, I If 

2200 Pennsylvarna Avenue. NW Suite 100\N I Washmgton. DC 200V 
T 202-266-5031 , r= 202-557-3836 1 actagroup.com 

2 
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Heffernan, Aline 

From: 
Sent: 
To: 
Subject: 

Thank you 

Zeno 

From: Bain, Zeno 

Bain, Zeno 
Friday, April 20, 2018 9:27 AM 
Heffernan, Aline 
FW: Applied Silver, Inc. 

Sent: Thursday, April 12, 2018 2:08 PM 
To: 'Sheryl Lindros Dolan' <sdolan@actagroup.com> 
Cc: Montague, Kathryn V. <Montague.Kathryn@epa.gov> 
Subject: RE: Applied Silver, Inc. 

Sheryl 

Thank you for sending this over quickly. I'm forwarding it to efficacy now for review. 

Thank you 

Zeno 

From: Sheryl Lindros Dolan [mailto:sdolan@actagroup.com] 
Sent: Thursday, April 12, 2018 2:00 PM 
To: Bain, Zeno <Ba in.Zeno@epa.gov> 
Cc: Montague, Kathryn V. <Montague.Kathryn@epa.gov> 
Subject: Applied Silver, Inc. 

Zeno: 

On behalf of Applied Silver, Inc .. thank you very much for today's productive meeting. 

Attached is a revised label, as discussed. Based on today's meeting, we have revised language in the first paragraph, 
when compared with the proposed label that was included originally in the amendment application. The redlined version 
(document number 238911) shows net proposed red lined changes to the currently-approved label. If helpful, we also 
attach a clean version of the revised label with all the redlined changes accepted (document number 238922). 

As always, please advise if there are any questions or comments. 

Best regards, 
Sheryl 

SHERYL LINDROS DOLAN 
SENIOR REGULATORY CONSUL TANT 

T \ 

2200 Pennsylvarn, Avenue NW '>u1te 100W 11/1/a!;hington DC 20037 
T 202-266-5031 1 f 202-557-3836 actagroup.com 
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Heffernan, Aline 

From: 
Sent: 
To: 
Subject: 

Thank you, will do! 

Sheryl 

SHERYL LINDROS DOLAN 

Sheryl Lindros Dolan <sdolan@actagroup.com> 
Thursday, April 12, 2018 8:27 AM 
Montague, Kathryn V.; Bain, Zeno 
RE: Applied Silver Meeting 

SENIOR REGULATORY CONSUL TANT 

r 

2200 Pennsylvan1.1 Avenue NW Suite 100W I Washington.DC 20037 
T 202-266-5031 F 202-557-3836 actagroup.com 

From: Montague, Kathryn V. [mailto:Montague.Kathryn@epa.gov] 
Sent: Thursday, April 12, 2018 8: 16 AM 
To: Sheryl Lindros Dolan; Bain, Zeno 
Subject: RE: Applied Silver Meeting 

Hi, Sheryl, 

There will be a projector available. Aline is out of the office, and I have a I 0:00 meeting, so please call Zeno 
from the lobby when you arrive, 703-347-8102. 

Best Regards, 
Kay 

From: Sheryl Lindros Dolan [mailto:sdolan@actagroup.com] 
Sent: Thursday, April 12, 2018 8:02 AM 
To: Montague, Kathryn V.<Montague.Kathryn@epa.gov>; Bain, Zeno <Bain.Zeno@epa.gov> 
Subject: RE: Applied Silver M eeting 

Kay and Zeno: 

Good morning. 

Given the nature of today's meeting, we expect the majority of the time will be spent in discussion (consistent with the 
proposed agenda). We do have a few slides to start to confirm that we are on the same page re: the product and to provide 
visual reference. We will bring them as handouts but will also have them on a laptop if projection capability is available. 

Thank you, 
Sheryl 

SHERYL LINDROS DOLAN 
SENIOR REGULATORY CONSULTANT 

A c.1 "", ,I • I • I, 

2200 Pennsylvanm Avenue NW Suite 100W I Wash111gton. D C 20037 
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T 202-266-5031 f'- 202-557-3836 actagroup.com 

From: Montague, Kathryn V. [mailto:Montague.Kathryn@epa.gov] 
Sent: Wednesday, April 11, 2018 1:17 PM 
To: Sheryl Lindros Dolan 
Cc: Pease, Anita; Bain, Zeno; Lynn L. Bergeson 
Subject: RE: Applied Silver Meeting 

Thank you, Sheryl, I will make sure these are forwarded to everyone attending tomorrow's meeting. 

Best Regards, 
Kay 

From: Sheryl Lindros Dolan [mailto:sdolan@lawbc.com] On Behalf Of Sheryl Lindros Dolan 
Sent: Wednesday, April 11, 2018 1:12 PM 

To: Montague, Kathryn V.<Montague.Kathryn@epa.gov> 

Cc: Pease, Anita <Pease.Anita@epa.gov>; Bain, Zeno <Bain.Zeno@epa.gov>; Lynn L. Bergeson 
<lbergeson@actagroup.com> 
Subject: Applied Silver Meeting 

Kay: 

In anticipation of our meeting tomorrow, April 12, 2018, with Applied Silver, Inc. (ASI), we are forwarding the attached letters 
of support from the following U.S. public health industry leaders. In summary, the letters speak to the challenges faced 
today in healthcare facilities regarding infection control and the value placed on reducing pathogen burden on linens/textiles. 

► Dr. John Openshaw, MD. Stanford University Department of Medicine (document number 238491) 
• Infectious Disease Physician, Department of Medicine at Stanford University. 
• Faculty Fellow at Center for Innovation in Global Health. 

► Christopher G Dawes. Recently retired (March) Stanford Children's Health, Lucile Packard Children's Hospital, Chief 
Executive Officer (document number 238747) 

► Dr. Ronald Loo, MD. Kaiser Permanente, Physician Co-Lead of Health Innovations (document number 238490) 
► Sue Barnes, RN, CIC, FAPIC. Former Kaiser Permanente, National Program Leader for Infection Prevention (document 

number 238492) 
► Dr. J Trees Ritter, DO, FIDSA. Medical Director of Infection Control Programs of 5 hospitals (document number 238717) 
► Dr. Leopold G Selker, PhD, MBA. Research Scholar in Residence at California Polytechnic State University (Cal Poly) 

(document number 238488) 
• Former President of NorthShore University Health System Research Institute. 
• Former Scholar in Residence at Institute of Medicine - National Academy of Sciences. 

► Dr. Aydin Nazmi, PhD. Epidemiologist and Associate Professor of Public Health, Cal Poly (document number 238718) 
► Valerie Laktash, MBA, CHFM, CLSS-HC, CEPSS-HC. Placentia Linda Hospital, Director of Facility Services (document 

number 238487) 
► Dr. David Joyner, MD, FACS. Renowned orthopedic surgeon, athlete and sports administrator (document number 

238486) 

We will bring hard copies of the letters with us tomorrow but wished to forward them ahead of time. 

We look forward to our discussion tomorrow. 

Best regards, 
Sheryl 

SHERYL LINDROS DOLAN 
SENIOR REGULATORY CONSUL TANT 

. ' 'I 

2200 Pennsylvania /I.venue NW Suite 100W I Washington.DC. 20037 

2 
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Heffernan, Aline 

From: 
Sent: 
To: 
Subject: 

Kay and Zeno: 

Good morning. 

Sheryl Lindros Dolan <sdolan@actagroup.com> 
Thursday, April 12, 2018 8:02 AM 
Montague, Kathryn V.; Bain, Zeno 
RE: Applied Silver Meeting 

Given the nature of today's meeting, we expect the majority of the time will be spent in discussion (consistent with the 
proposed agenda). We do have a few slides to start to confirm that we are on the same page re: the product and to provide 
visual reference. We will bring them as handouts but will also have them on a laptop if projection capability is available. 

Thank you, 
Sheryl 

SHERYL LINDROS DOLAN 
SENIOR REGULATORY CONSULT ANT 

~.CT t\ I t · 1 1 

2200 Pennsylvani,~ Avenue NW. Swte 100W I Washington. DC. 20037 
T 202-266-5031 1 F 202-557-3836 , actagroup.com 

From: Montague, Kathryn V. [mailto:Montague.Kathryn@epa.gov] 
Sent: Wednesday, April 11, 2018 1:17 PM 
To: Sheryl Lindros Dolan 
Cc: Pease, Anita; Bain, Zeno; Lynn L. Bergeson 
Subject: RE: Applied Silver Meeting 

Thank you, Sheryl, I will make sure these are forwarded to everyone attending tomorrow's meeting. 

Best Regards, 
Kay 

From: Sheryl Lindros Dolan [mailto:sdolan@lawbc.com] On Behalf Of Sheryl Lindros Dolan 
Sent: Wednesday, Apri l 11, 2018 1:12 PM 

To: Montague, Kat hryn V. <Montague.Kathryn@epa.gov> 
Cc: Pease, Anita <Pease.Anita@epa.gov>; Bain, Zeno <Bain.Zeno@epa.gov>; Lynn L. Bergeson 
<lbergeson@actagroup.com> 

Subject: Applied Silver Meeting 

Kay: 

In anticipation of our meeting tomorrow, April 12, 2018, with Applied Silver, Inc. (ASI), we are forwarding the attached letters 
of support from the following U.S. public health industry leaders. In summary, the letters speak to the challenges faced 
today in healthcare facilities regarding infection control and the value placed on reducing pathogen burden on linens/textiles. 

► Dr. John Openshaw, MD. Stanford University Department of Medicine (document number 238491) 
• Infectious Disease Physician, Department of Medicine at Stanford University. 
• Faculty Fellow at Center for Innovation in Global Health. 
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► Christopher G Dawes. Recently retired (March) Stanford Children's Health, Lucile Packard Children's Hospital, Chief 
Executive Officer (document number 238747) 

► Dr. Ronald Loo, MD. Kaiser Permanente, Physician Co-Lead of Health Innovations (document number 238490) 
► Sue Barnes, RN, CIC, FAPIC. Former Kaiser Permanente, National Program Leader for Infection Prevention (document 

number 238492) 
► Dr. J Trees Ritter, DO, FIDSA. Medical Director of Infection Control Programs of 5 hospitals (document number 238717) 
► Dr. Leopold G Selker, PhD, MBA Research Scholar in Residence at California Polytechnic State University (Cal Poly) 

(document number 238488) 
• Former President of NorthShore University Health System Research Institute. 
• Former Scholar in Residence at Institute of Medicine - National Academy of Sciences. 

► Dr. Aydin Nazmi, PhD. Epidemiologist and Associate Professor of Public Health, Cal Poly (document number 238718) 
► Valerie Laktash, MBA, CHFM, CLSS-HC, CEPSS-HC. Placentia Linda Hospital, Director of Facility Services (document 

number 238487) 
► Dr. David Joyner, MD, FACS. Renowned orthopedic surgeon, athlete and sports administrator (document number 

238486) 

We will bring hard copies of the letters with us tomorrow but wished to forward them ahead of time. 

We look forward to our discussion tomorrow. 

Best regards, 
Sheryl 

SHERYL LINDROS DOLAN 
SENIOR REGULATORY CONSUL TANT 

2200 Pf:rrnsylvan1.-1 Av~•nue N11,' Su1l1:: 100\'II I Wa~hrngtor IJ L 20037 
T 202-266-5031 i: 202-557-3836 actagroup com 

2 
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Heffernan, Aline 

From: 

Sent: 
To: 
Cc: 
Subject: 

Zeno: 

Thank you very much. 

Sheryl Lindros Dolan <sdolan@lawbc.com> on behalf of Sheryl Lindros Dolan 
<sdolan@actagroup.com > 
Wednesday, April 11, 20181:16 PM 
Bain, Zeno 
Montague, Kathryn V. 
RE: Meeting Agenda 

I realize that I made a significant omission in my e-mail earlier. We also will be joined tomorrow by Mr. William (Bill) 
Jordan, who of course you will know from his many years in the Office of Pesticide Programs. Bill has been working on 
this matter for some time. 

Best regards, 
Sheryl 

SHERYL LINOROS DOLAN 
SENIOR REGULATORY CONSUL TANT 

Ar.l,: 
2200 Pennsylvania Avenue, NW. Suite 100W I Wnshinqton. DC, 20037 
T 202-266-5031 I f- 202-557-3836 actagroup.com 

From: Bain, Zeno [mailto:Bain.Zeno@epa.gov] 
Sent: Wednesday, April 11, 2018 11:28 AM 
To: Sheryl Lindros Dolan 
Subject: RE: Meeting Agenda 

Hi Sheryl 

EPA attendees include: 

Montague, Kathryn; 
Willis, Kristen; 
Weiss, Steven; 
Mitchell, Emily; 
Pease, Anita; 
Bain, Zeno 

Thank you 

Zeno 

From: Sheryl Lindros Dolan [mailto:sdolan@lawbc.com] On Behalf Of Sheryl Lindros Dolan 
Sent: Wednesday, April 11, 2018 9:57 AM 
To: Montague, Kathryn V.<Montague.Kathryn@epa.gov> 
Cc: Bain, Zeno <Bain.Zeno@epa.gov>; Lynn L. Bergeson <lbergeson@actagroup.com> 
Subject: Meeting Agenda 
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Kay: 

On behalf of Applied Silver, Inc. (ASI), we forward the attached proposed agenda for tomorrow's meeting. 

The following will attend the meeting for ASI: 

• Sean D. Morham, Chief Executive Officer 
• Elizabeth Hutt Pollard, Executive Chair (via telephone) 
• Lynn L. Bergeson, The Acta Group (Acta) 
• Sheryl L. Dolan, Acta 

Please advise who will attend for the U.S. Environmental Protection Agency, Office of Pesticide Programs. 

Thank you and best regards, 
Sheryl 

SHERYL LINDROS DOLAN 
SENIOR REGULATORY CONSUL TANT 

2200 l-'e1111sylvar11c1 Avenu,, NW Suitt• I 00W I Wasl11nyton DC 20037 
T 202-266-5031 202-557-3836 actagroup.com 

2 
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Heffernan, Aline 

From: 

Sent: 
To: 
Cc: 
Subject: 
Attachments: 

Kay: 

Sheryl Lindros Dolan <sdolan@lawbc.com> on behalf of Sheryl Lindros Dolan 
< sdolan@actagroup.com > 
Wednesday, April 11, 20181:12 PM 
Montague, Kathryn V. 
Pease, Anita; Bain, Zeno; Lynn L. Bergeson 
Applied Silver Meeting 
00238491.pdf; 00238747.pdf; 00238490.pdf; 00238492.pdf; 00238717.pdf; 
00238488.pdf; 00238718.pdf; 00238487 .pdf; 00238486.pdf 

In anticipation of our meeting tomorrow, April 12, 2018, with Applied Silver, Inc. (ASI), we are forwarding the attached letters 
of support from the following U.S. public health industry leaders. In summary, the letters speak to the challenges faced 
today in healthcare facilities regarding infection control and the value placed on reducing pathogen burden on linens/textiles. 

► Dr. John Openshaw, MD. Stanford University Department of Medicine (document number 238491) 
• Infectious Disease Physician, Department of Medicine at Stanford University. 
• Faculty Fellow at Center for Innovation in Global Health. 

► Christopher G Dawes. Recently retired (March) Stanford Children's Health, Lucile Packard Children's Hospital, 
Chief Executive Officer (document number 238747) 

► Dr. Ronald Loo, MD. Kaiser Permanente, Physician Co-Lead of Health Innovations (document number 238490) 
► Sue Barnes, RN, CIC, FAPIC. Former Kaiser Permanente, National Program Leader for Infection Prevention 

(document number 238492) 
► Dr. J Trees Ritter, DO, FIDSA. Medical Director of Infection Control Programs of 5 hospitals {document number 

238717) 
► Dr. Leopold G Selker, PhD, MBA. Research Scholar in Residence at California Polytechnic State University (Cal 

Poly) (document number 238488) 
• Former President of NorthShore University Health System Research Institute. 
• Former Scholar in Residence at Institute of Medicine - National Academy of Sciences. 

► Dr. Aydin Nazmi, PhD. Epidemiologist and Associate Professor of Public Health, Cal Poly (document number 
238718) 

► Valerie Laktash, MBA, CHFM, CLSS-HC, CEPSS-HC. Placentia Linda Hospital, Director of Facility Services 
(document number 238487) 

► Dr. David Joyner, MD, FACS. Renowned orthopedic surgeon, athlete and sports administrator (document number 
238486) 

We will bring hard copies of the letters with us tomorrow but wished to forward them ahead of time. 

We look forward to our discussion tomorrow. 

Best regards, 
Sheryl 

SHERYL LINDROS DOLAN 
SENIOR REGULATORY CONSUL TANT 

\ 

2200 Pennsylvania Avenue. NW, Su1IC' 100W I W;isllington. DC. 20017 
T 202-266-5031 = 202-557-3836 actagroup.com 

1 
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Heffernan, Aline 

From: 

Sent: 
To: 
Cc: 
Subject: 
Attachments: 

Kay: 

Sheryl Lindros Dolan <sdolan@lawbc.com> on behalf of Sheryl Lindros Do lan 
<sdolan@actagroup.com> 
Wednesday, April 11, 2018 9:57 AM 
Montague, Kathryn V. 
Bain, Zeno; Lynn L. Bergeson 
Meeting Agenda 
00238472.pdf 

On behalf of Applied Silver, Inc. (ASI ), we forward the attached proposed agenda for tomorrow's meeting. 

The following w ill attend the meeting for ASI: 

• Sean D. Morham, Chief Executive Officer 
• Elizabeth Hutt Pollard , Executive Chair (via telephone) 
• Lynn L. Bergeson, The Acta Group (Acta) 
• Sheryl L. Dolan, Acta 

Please advise who will attend for the U.S. Environmental Protection Agency, Office of Pesticide Programs. 

Thank you and best regards, 
Sheryl 

SHERYL LINDROS DOLAN 
SENIOR REGULATORY CONSULTANT 
, - t 

2200 Pennsylvani,1 !\venue NI/-J ":>wt£ ,00'1\' I 'Nash119:on O t: 200T 
T 202-266-5031 1 r 202-557-3836 actagroup.com 
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Heffernan, Aline 

From: 
Sent: 
To: 
Cc: 
Subject: 

Kay: 

Sheryl Lindros Dolan <sdolan@lawbc.com> 
Friday, March 30, 2018 12:39 PM 
Montague, Kathryn V. 
Lynn L. Bergeson; Bain, Zeno; Heffernan, Aline 
RE: 90335- 1 - Agreement needed to renegotiate PRIA due date 

Thank you. On behalf of Applied Silver, Inc., we agree to the 60-day extension. We will forward under separate cover a 
proposed meeting agenda, including the types of information for discussion and meeting participants. 

Best regards, 
Sheryl 

From: Montague, Kathryn V. [mailto:Montague.Kathryn@epa.gov] 
Sent: Friday, March 30, 2018 12:27 PM 
To: Sheryl Lindros Dolan 
Cc: Lynn L. Bergeson; Bain, Zeno; Heffernan, Aline 
Subject: 90335-1 - Agreement needed to renegotiate PRIA due date 

Good Morning, Sheryl, 

Per our discussion, in order to continue considerationf this amendment request and examine the 
additional information/input from the American Hospital Association that you have described, we 
request that the PRIA timeframe be extended by 60 days, with a new PRIA due date of June 4, 
2018. Please respond to this email to indicate whether or not Applied Silver, Inc., agrees to this 
new date. I need to have the response no later than Monday, April 2, 2018, in order to begin the 
renegotiation process within OPP. 

Best Regards, 
Kay 

Kathryn V. Montague 
Acting Chief, Regulatory Management Branch I 
Antimicrobials Division 
Office of Pesticide Programs 
(703)305-1243 

1 
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Heffernan, Aline 

From: 
Sent: 
To: 
Cc: 
Subject: 

Importance: 

Aline: 

Sheryl Lindros Dolan <sdolan@actagroup.com> 
Thursday, March 29, 2018 12:03 PM 
Heffernan, Aline 
Bain, Zeno; Montague, Kathryn V.; Weiss, Steven; Lynn L. Bergeson 
RE: Label Amendment Reg. No. 90335-1 75 day letter 

High 

In its March 20, 2018, letter, EPA clearly offered three options, and directed Applied Silver, Inc. (ASI) to respond within six 
days. One option was to establish a new PRIA due date. ASI responded in three days with a letter delivered via e-mail 
and by hand. In the letter, ASI elected the, "Establish a new due date" option, and provided an interim extension of the 
PRIA date from April 9 until April 24, to permit time to meet. Please clarify if EPA is now rescinding the offer that we have 
already accepted. 

We strongly disagree that there is no benefit to meeting, and there is considerable disagreement on the claims issue. We 
restate our request to keep the meeting, currently scheduled for Thursday, April 12, 2018, at 11 :DO a.m., on the calendar. 

Sincerely, 

SHERYL LINDROS DOLAN 

AC ,. 
2200 Pennsylva11i,1 Avenue, N.W Suite 100\/1/ 1 Vvashinr1to11, D.C 200:F 
T 202-266-5031 1 r 202-557-3836 I actagroup.com 

From: Heffernan, Aline [mailto:heffernan.aline@epa.gov] 
Sent: Thursday, March 29, 2018 11:31 AM 
To: Sheryl Lindros Dolan 
Cc: Bain, Zeno; Montague, Kathryn V.; Weiss, Steven; Lynn L. Bergeson 
Subject: RE: Label Amendment Reg. No. 90335-1 75 day letter 

Sheryl, 

I think there is some confusion. The 75 day letter does not change the PRIA date. The PRIA is due on April 9. 

While there may be benefits to your product without acceptable efficacy data, we cannot allow the claims on the label. 
At this time I strongly recommend that you withdraw the amendment and submit again when you have adequate 

efficacy data. We will cancel the meeting unless you believe that the data was submitted w ith the PRIA was 

misinterpreted. 

At t his time we will not renegotiate the PRIA due date but we are open to offering you a not grant so you can submit 
new efficacy data. The not grant does take the action off the PRIA clock so there are no longer any PRIA due dates. 

Thank you, 

Aline 
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From: Sheryl Lindros Dolan [mailto:sdolan@actagroup.com) 
Sent: Wednesday, March 28, 2018 3:58 PM 

To: Heffernan, Aline <heffernan.aline@epa.gov> 

Cc: Bain, Zeno <Bain.Zeno@epa.gov>; Montague, Kathryn V.<Montague.Kathryn@epa.gov>; Weiss, Steven 
<Weiss.Steven@epa.gov>; Lynn L. Bergeson <lbergeson@actagroup.com> 
Subject: RE: Label Amendment Reg. No. 90335-1 75 day letter 

Aline: 

It appears from this initial response that the efficacy team is very aligned with the existing quat technology and not 
acknowledging the beneficial distinctions offered by the silver technology. The supporting study with Stanford University, 
which you stated AD does not have capacity to review, supports the benefits. As Applied Silver, Inc. (ASI) discussed with 
AD in its October 24, 2017, meeting, these are the benefits that ASI wishes to further explore. The need for and the 
interest in this technology is significant in the public health community. ASI can provide significant support from a range 
of public health officials in this regard. 

Among the important distinctions from legacy technologies, we note that hospital laundries currently and will continue to 
sanitize textiles as part of the laundry process as they have always done. This technology is not a substitute for that but, 
consistent with its current application for non-public health uses, it is used in conjunction , as a final rinse. We also note, 
as discussed in the submission, the silver technology does not require a wetting or soiling event to permit efficacy, but 
offers its benefits under dry conditions. 

We fail to see how we can progress with anything short of a meeting. AD certainly seemed to understand the technology 
and was willing to progress both these discussions and the first of successive planned registration amendments at the 
October 24, 2017, meeting. As it stands, with its March 23, 2018, letter, timely submitted, ASI has extended the current 
PRIA date until April 24, 2018. It renews its request to meet as scheduled. 

Best regards, 

SHERYL LINDROS DOLAN 

"') 1 ) r-e, , svt ;i, , ..,._ J•" l • rJ s 11l e 0,J'.~ ,flJc1sh111Qton LJ r, 200:i; 
- 202-266-5031 I , 202-557-3836 actagroup.com 

From: Heffernan, Aline [mailto:heffernan.aline@epa.gov] 
Sent: Wednesday, March 28, 2018 7:38 AM 
To: Sheryl Lindros Dolan 
Cc: Bain, Zeno 
Subject: RE: Label Amendment Reg. No. 90335-1 75 day letter 

Sheryl, 

I hope you are doing well. I have some information for you from the efficacy team. Please see the information below. 

While there is similarity to copper in terms of the claims that they want to make (residual self-sanitizing activity) the 
products are very different. The most obvious difference is that copper is hard surface designed to be installed and used 

for months to years while the product application for SilvaClean is for laundry, a soft surface that needs to be re-treated 
with frequency. 

We have not allowed sanit izer claims (3-log) for contact times greater than 5 minutes with the exception of products like 
the copper products due to their unique uses. For copper products, the maximum contact time is 2 hours. The efficacy 
data for Silvaclean demonstrates that a 3-log reduction was not achieved until 3+ hours, so it does not even meet the 
bar for copper products. In addition, for the copper products the efficacy testing incorporates a robust wear process that 

is not a component of the residual laundry protocol. 

2 
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Note: For the Mason product (Reg. No. 6836-63) that was noted by the registrant a.:, a similar product that they would 
like to have the same claims as, that product did achieve a 3-log reduction in 5 minutes. 

At this point, with the existing data there is no additional information that would make the claims acceptable. 

Based on the information from the efficacy team at this time we don' t believe that a meeting would be a good use for 
everyone's time. There are a few options to move forward at this point. You can withdraw the amendment, you can 
request a not grant and produce new efficacy data or we can deny the action. 

Due to the fact that the 75 day letter that was sent does not close the PRIA we need a decision as soon as possible. Do 
you think you can get back to me with your decision on how to move forward by tomorrow at 1? 

Please let me know if you have any questions. 

Thank you, 

Aline 

From: Sheryl Lindros Dolan [mailto:sdolan@actagroup.com] 
Sent: Monday, March 26, 2018 5:24 PM 
To: Heffernan, Aline <heffernan.aline@epa.gov> 
Subject: RE: Label Amendment Reg. No. 90335-1 75 day letter 

Thank you. 

I am have accepted the meeting date/time and am confirming that works. 

Best regards, 

SHERYLLINDROS DOLAN 

2200 Pen11sylva1'n1 Avenue: N vv St11te •oow I Wash1n91011 DC 20037 
T 202-266-5031 11' 202-557-3836 I actagroup.corn 

From: Heffernan, Aline [mailto:heffernan.aline@epa.gov] 
Sent: Monday, March 26, 2018 11:12 AM 
To: Sheryl Lindros Dolan; Bain, Zeno 
Cc: Montague, Kathryn V. ; Weiss, Steven; Lynn L. Bergeson 
Subject: RE: Label Amendment Reg. No. 90335-1 75 day letter 

Sheryl, 

There is an updated DER for t he review. Please see attached review. 

Thank you, 

Aline 

From: Heffernan, Aline 
Sent: Friday, March 23, 2018 3:09 PM 
To: 'Sheryl Lindros Dolan' <sdolan@actagroup.com>; Bain, Zeno <Bain.Zeno@epa.gov> 
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Cc: Montague, Kathryn V.<Montague.Kathryn@epa.gov>; Weiss, Steven <Weiss.Steven@epa.gov>; Lynn L. Bergeson 
<lbergeson@actagroup.com> 
Subject: RE: Label Amendment Reg. No. 90335-1 75 day letter 

Sheryl, 

Thank you and I understand. Please email or call me to schedule the meeting. 

Thank you, 

Aline 

From: Sheryl Lindros Dolan [mailto :sdolan@actagroup.com) 
Sent: Friday, March 23, 2018 2:51 PM 
To: Heffernan, Aline <heffernan.aline@epa.gov>; Bain, Zeno <Bain.Zeno@epa.gov> 
Cc: Montague, Kathryn V.<Montague.Kathryn@epa.gov>; Weiss, Steven <Weiss.Steven@epa.gov>; Lynn L. Bergeson 
<lbergeson@actagroup.com> 
Subject: RE: Label Amendment Reg. No. 90335-1 75 day letter 

Aline: 

We confirm receipt of EPA's letter. 

Attached is a letter from Applied Silver, Inc., responding to the 75-day letter. I will follow up Monday concerning the 
meeting request. 

Thank you, 

SHERYL LINDROS DOLAN 

2200 r•er111sylvc1n1a lwenue r\J ·✓-/ ~I.Ille- IOOW I Wash1119to11 O C 20037 
T 202-266-5031 I F 202-557-3836 I actagroup.com 

From: Heffernan, Aline [mailto:heffernan.aline@epa.gov] 
Sent: Friday, March 23, 2018 2:14 PM 
To: Sheryl Lindros Dolan; Bain, Zeno 
Cc: Montague, Kathryn V. 
Subj ect: RE: Label Amendment Reg. No. 90335-1 75 day letter 

Sheryl, 

I hope you are doing well. Can you please confirm the receipt of this letter. 

Thank you, 

Aline 

From: Heffernan, Aline 
Sent: Tuesday, March 20, 2018 4:28 PM 
To: 'Sheryl Lindros Dolan' <sdolan@actagroup.com>; Bain, Zeno <Bain.Zeno@epa.gov> 
Cc: Montague, Kathryn V. <Montague.Kathryn@epa.gov> 
Subject: Label Amendment Reg. No. 90335-1 75 day letter 
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Sheryl, 

Please see the attached efficacy review and 75 day letter. Please let me know if you have any questions or concerns. 

Thank you, 

Aline 

From: Heffernan, Aline 
Sent: Tuesday1 March 06, 2018 10:29 AM 
To: 'Sheryl Lindros Dolan' <sdolan@actagroup.com>; Bain, Zeno <Bain.Zeno@epa.gov> 
Cc: Montague, Kathryn V.<Montague.Kathryn@epa.gov> 
Subject: RE: Pending Label Amendment for EPA Reg. No. 90335-1 

Sheryl, 

The Predecisional date is 3/26/2018. By that date, we will send a pre-decisional let ter and a completely annotated label. 

Thank you, 
Aline 

From: Sheryl Lindros Dolan [mailto:sdolan@actagroup.com] 
Sent: Tuesday, March 06, 2018 10:19 AM 
To: Heffernan, Aline <heffernan.aline@epa.gov>; Bain, Zeno <Bain.Zeno@epa.gov> 
Cc: Montague, Kathryn V.<Montague.Kathryn@epa.gov> 
Subject: RE: Pending Label Amendment for EPA Reg. No. 90335-1 

Aline, 

Many thanks for your rapid response. 

Indeed, we expect the heavy lifting for the label review will be with respect to the efficacy claims. Applied Silver has had 
an ongoing dialog with EPA and considerable thought went into the white paper submitted as part of the October 24, 
2017, meeting. John Hebert remarked with regret not including more RMB I people at the October 24, 2017, 
meeting. We just wished to raise this on the radar now to anticipate and manage workload later this month. 

Thank you and best regards, 

SHERYL LINDROS DOLAN 
t 

2200 Pennsylvam,1 '-'.ve11ut!, N 'vi/ Suite 100W I 'v'liasl1111gton. DC 20037 
T 202-266-5031 IF 202-557-3836 I actagroup.com 

From: Heffernan, Aline (mailto:heffernan.aline@epa.gov] 
Sent: Tuesday, March 06, 2018 10:13 AM 
To: Sheryl Lindros Dolan; Bain, Zeno 
Cc: Montague, Kathryn V. 
Subject: RE: Pending Label Amendment for EPA Reg. No. 90335-1 

Sheryl, 

Thank you for contacting us. We are still waiting on the efficacy review but that should be completed soon. I've followed 
up with the efficacy team leader and reviewer to get an update. 
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Based on what was submitted the public health marketing claims will be reviewed. The attached letter has several 

comments on the label that excludes any comments on the efficacy review. Including the new marketing claims at the 

end of the label. It will be discussed internally with the efficacy team if those are considered false and misleading based 
on my review and the efficacy review. 

Please do not consider the annotated label to be a complete label review. It will not be completed until the efficacy 
review is finished. 

Let me know if you have any questions or concerns. 

Thank you, 
Aline 

From: Sheryl Lindros Dolan [mailto:sdolan@actagroup.com] 
Sent: Tuesday, March 06, 2018 9:47 AM 
To: Bain, Zeno <Bain.Zeno@epa.gov> 

Cc: Montague, Kathryn V.<Montague.Kathryn@epa.gov>; Heffernan, Aline <heffernan.aline@epa.gov> 
Subject: Pending Label Amendment for EPA Reg. No. 90335-1 

Zeno: 

When we spoke previously regarding the pending label amendment for Applied Silver, lnc.'s (ASI) SilvaClean product, 
EPA Reg. No. 90335-1, you stated that you expect to receive the science reviews for the pending application in the 
second half of March. RMB I then will have a couple of weeks to review the proposed label claims by the April 9, 2018, 
PRIA deadline. 

As regrettably no one on this e-mail participated in ASl's October 24, 2017, pre-submission meeting with then Acting 
Antimicrobial Division (AD) Director Steve Weiss, we wish to highlight that a review of the proposed claims for the pending 
application may require more than the standard level of effort. Volume 1 of the submission (MRID 335-1) includes the 
October 24, 2017, meeting minutes, a copy of the substantial white paper submitted prior to the meeting, and a discussion 
of the proposed label claims. ASI wishes to raise for RMB l's consideration whether it wishes to start its review of the 
proposed claims and possibly a related discussion with ASI , as needed, prior to the end of this month. 

ASI thanks AD for its ongoing engagement and responsiveness. 

Best regards, 

SHERYL LINDROS DOLAN 

, I 

2200 l-'erir!sylvrn11a ,-".vc11ue N 1/-J Swte IOOW I Wilsh1n9101• 1·J r, ~00:.17 
I 202-266-5031 I I 202-557-3836 r actagroup.com 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY WASHINGTON, 
DC 20460 

March 07, 2018 
Revised April 17, 2018 

OFFICE OF CHEMICAL SAFElY 
AND POLLUTION 

PREVENTION 

MEMORANDUM 

Subject: 

From: 

Efficacy Review for SilvaClean, EPA Reg. No. 90335-1; DP Barcode: 0444670; Submission#: 
1012169; E-Sub # 24426. 

Kristen Willis, Ph.D. 
Efficacy T earn Leader 1,.'~ /Lv' ..... tt~ 
Product Science Branch 
Antimicrobials Division (7510P) 

To: Zeno Bain, PM33 / Aline Heffernan 
Regulatory Management Branch I 
Antimicrobials Division (751 OP) 

Applicant: Applied Silver, Inc. 
26254 Eden Landing Road 
Hayward, CA 94545 

Formulation from the Label: 

Active Ingredients % by wt. 
Silver ........... ... ............................ ........... .. . .. ........ .. ............. 22.5 % 

Other Ingredients: ..... .. ........... ........... ... .... ...... ..... ... .. ... ..... .............. 77.5 % 
Total ........ ...... .. .......... .. ... ...... ............ ...... .... ................... .. .. .............. 100.0 % 
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I. BACKGROUND 

Product Description (as packaged, as applied): Liquid concentrate 

Submission type: Label amendment 

Currently registered efficacy claim(s): application to textiles after each laundering to protect fibers against 
stain- and odor-causing bacteria, mold, and mildew. 

Requested action(s): Add residual self-sanitizing laundry additive claim 

Documents considered in this review: 
• Letter from applicant to EPA dated November 17, 2017 
• Application for Pesticide (EPA form 8570-1) dated November 17, 2017 
• Certification with Respect to Citation of 1ata (EPA Form 8570-34) dated November 17, 2017 
• Data Matrix (EPA Form 8570-35) dated November 17, 2017 
• 7 efficacy studies (MRID 504405-01-504405-08) 
• 1 additional MRID dated 01/23/2018 with supplemental information to address the technical screen 

(MRID 50504501) 
• Proposed label dated November 17, 2017 

II. PROPOSED DIRECTIONS FOR USE 

For ongoing residual self-sanitizing activity against Klebsiel/a pneumoniae, and Staphylococcus aureus, on cotton, 
cotton/polyester blends, and microfiber fabrics and for preservation against stain- and odor causing bacteria, mold 
and mildew use as directed. 

SilvaClean® is a concentrate that must be diluted with distilled or deionized water before use. 

Ongoing residual self-sanitizing: Dilute the following volumes of SilvaClean® concentrate volumes per 100 lbs of 
selected fabric type into 500 or 1000 ml distilled or deionized water and dose as part of the final rinse step in the 
laundry process to achieve residual self-sanitization: 

• 0.024 oz per 100 lbs cotton 
• 0.032 oz per 100 lbs cotton/poly blend 
• 0.048 oz per 100 lbs microfiber 

Add the diluted solution into the final rinse cycle of a laundry process. Allow to soak with fabric at least 
2 minutes. 

Ill. STUDY SUMMARIES 

1. MRID 504405-02 "Treating Fabric with Self-Sanitizing Laundry Test Solution" for Test Solution, 
by Sean Elizabeth Richard. Study conducted at Microchem Laboratory. Study completion date -
14 NOV 2017. Laboratory Project Number GLP1777. 

This study was conducted to treat three fabric types, Microfiber ( 100% Polyester, lot 286-E), Cotton 
(100%, lot: 286-A), and Cotton/Poly Blend (55% Cotton, 45% Polyester, lot: 286-8), with "Test Solution" (lots: 
170821-1, 170821-2, and 170821-3) during laundry, according to Microchem Laboratory protocol P1937 (copy 
provided). The product, adjusted to the LCL concentration, was diluted to 0.0000310 ration in 200ppm hard tap 

Page 2 of 7 



97

water for polyester, 0.0000155 for cotton, and 0.0000207 for blend. Product was applied during 23-minute rinse 
cycle with 2-minute soaking time; and 55-minute drying time. 
Treated fabrics were assigned the following lot numbers: 

Treated Microfiber Fabric: M-1-11 SEP2017A, M-2-11 SEP2017A, and M-3-11 SEP2017A 
Treated Cotton Fabric: C-1-12SEP2017A, C-2-12SEP2017A, and C-3-12SEP2017A 
Treated Cotton/Poly Blend Fabric: CP-1-12SEP2017A, CP-2-12SEP2017A, and CP-3-12SEP2017A 

2. MRID 504405-03 "Evaluating Self-Sanitizing Fabric using the AATCC 100 Method against S. 
aureus", by Elizabeth Richard. Study conducted at Microchem Laboratory. Study completion date 
-14 NOV 2017. Laboratory Project Number GLP1810. 

This study was conducted against Staphylococcus aureus (ATCC 6538). Three lots (C-1-12SEP2017A, 
C-2-12SEP2017A, and C-3-12SEP2017A) of "Treated Cotton Fabric", were tested according to Microchem 
Protocol P1938 (copy provided). Three carriers per lot per contact time were inoculated with 1 ml of 
microorganism culture, wrapped and incubated at 36±1°C for 30 min, 1 hour, 2 hours, 3 hours, 6 hours, and 24 
hours. Upon completion of the contact time, carriers were harvested into twenty (20) ml of neutralizing broth (Dey 
Engley (DIE) broth). All tubes containing test or control fabric were vortex mixed for 2 minutes ± 5 seconds. 
Neutralizing broth was enumerated using standard pour plating techniques. All plates for test and control fabrics 
were incubated for 48 ± 4 hours and all study controls were incubated for 48 ± 2 hours at 36±1°C. 

3. MRID 504405-04 "Evaluating Self-Sanitizing Fabric using the AATCC 100 Method against S. 
aureus", by Elizabeth Richard. Study conducted at Microchem Laboratory. Study completion date 
-14 NOV 2017. Laboratory Project Number GLP1813. 

This study was conducted against Staphylococcus aureus (ATCC 6538). Three lots (CP-1-12SEP2017 A, 
CP-2-12SEP2017A, and CP-3-12SEP2017A) of "Treated Cotton/Poly Blend Fabric", were tested according to 
Microchem Protocol PP1994 (copy provided). Three carriers per lot per contact time were inoculated with 1 ml 
of microorganism culture, wrapped and incubated at 36±1°C for 30 min, 1 hour, 2 hours, 3 hours, 6 hours, 24 
hours, 48 hours, and 72 hours. Upon completion of the contact time, carriers were harvested into twenty (20) ml 
of neutralizing broth (Dey Engley (0/E) broth). All tubes containing test or control fabric were vortex mixed for 2 
minutes ± 5 seconds. Neutralizing broth was enumerated using standard pour plating techniques. All plates for 
test and control fabrics were incubated for 48 ± 4 hours and all study controls were incubated for 48 ± 2 hours 
at 36±1°C. 

4. MRID 504405-05 "Evaluating Self-Sanitizing Fabric using the AATCC 100 Method against S. 
aureus", by Elizabeth Richard. Study conducted at Microchem Laboratory. Study completion date 
-14 NOV 2017. Laboratory Project Number GLP1814. 

This study was conducted against Staphylococcus aureus (ATCC 6538). Three lots (M-1-11 SEP2017A, 
M-2-11 SEP2017A, and M-3-1 1 SEP2017A) of "Treated Microfiber Fabric", were tested according to Microchem 
Protocol P2005 (copy provided). Three carriers per lot per contact time were inoculated with 1 ml of 
microorganism culture, wrapped and incubated at 36±1°C for 30 min, 1 hour, 2 hours, 3 hours, 6 hours, and 24 
hours. Upon completion of the contact time, carriers were harvested into twenty (20) ml of neutralizing broth (Dey 
Engley (D/E) broth). All tubes containing test or control fabric were vortex mixed for 2 minutes ± 5 seconds. 
Neutralizing broth was enumerated using standard pour plating techniques. All plates for test and control fabrics 
were incubated for 48 ± 4 hours and all study controls were incubated for 48 ± 2 hours at 36±1°C. 

5. MRID 504405-06 "Evaluating Self-Sanitizing Fabric using the AATCC 100 Method against K. 
pneumoniae", by Elizabeth Richard. Study conducted at Microchem Laboratory. Study 
completion date-14 NOV 2017. Laboratory Project Number GLP1811. 

This study was conducted against Klebsiel/a pneumoniae (ATCC 4352). Three lots (C-1-12SEP2017A, 
C-2-12SEP2017A, and C-3-12SEP2017A) of "Treated Cotton Fabric", were tested according to Microchem 
Protocol P1979 (copy provided). Three carriers per lot per contact time were inoculated with 1 ml of 
microorganism culture, wrapped and incubated at 36±1°C for 30 min, 1 hour, 2 hours, 3 hours, 6 hours, and 24 
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hours. Upon completion of the contact time, carriers were harvested into twenty (20) ml of neutralizing broth (Dey 
Engley (D/E) broth). All tubes containing test or control fabric were vortex mixed for 2 minutes ± 5 seconds. 
Neutralizing broth was enumerated using standard pour plating techniques. All plates for test and control fabrics 
were incubated for 48 ± 4 hours and all study controls were incubated for 48 ± 2 hours at 36±1°C. 

6. MRID 504405-07 "Evaluating Self-Sanitizing Fabric using the AATCC 100 Method against K. 
pneumoniae", by Elizabeth Richard. Study conducted at Microchem Laboratory. Study 
completion date -14 NOV 2017. Laboratory Project Number GLP1812. 

This study was conducted against Klebsie/fa pneumoniae (ATCC 4352). Three lots (CP-1-12SEP2017 A, 
CP-2-12SEP2017A, and CP-3-12SEP2017A) of "Treated Cotton/Poly Blend Fabric", were tested according to 
Microchem Protocol PP1993 (copy provided). Three carriers per lot per contact time were inoculated with 1 ml 
of microorganism culture, wrapped and incubated at 36±1°C for 30 min, 1 hour, 2 hours, 3 hours, 6 hours, 24 
hours, 48 hours, and 72 hours. Upon completion of the contact time, carriers were harvested into twenty (20) ml 
of neutralizing broth (Dey Engley (O/E) broth). All tubes containing test or control fabric were vortex mixed for 2 
minutes ± 5 seconds. Neutralizing broth was enumerated using standard pour plating techniques. All plates for 
test and control fabrics were incubated for 48 ± 4 hours and all study controls were incubated for 48 ± 2 hours 
at 36±1°C. 

7. MRID 504405-08 "Evaluating Self-Sanitizing Fabric using the AATCC 100 Method against K. 
pneumoniae", by Elizabeth Richard. Study conducted at Microchem Laboratory. Study 
completion date-14 NOV 2017. Laboratory Project Number GLP1815. 

This study was conducted against Klebsiella pneumoniae (ATCC 4352). Three lots (M-1-11 SEP2017 A, 
M-2-11SEP2017A, and M-3-11 SEP2017A) of "Treated Microfiber Fabric", were tested according to Microchem 
Protocol P2006 (copy provided). Three carriers per lot per contact time were inoculated with 1 ml of 
microorganism culture, wrapped and incubated at 36±1°C for 30 min, 1 hour, 2 hours, 3 hours, 6 hours, and 24 
hours. Upon completion of the contact time, carriers were harvested into twenty (20) ml of neutralizing broth (Dey 
Engley (D/E) broth). All tubes containing test or control fabric were vortex mixed for 2 minutes ± 5 seconds. 
Neutralizing broth was enumerated using standard pour plating techniques. All plates for test and control fabrics 
were incubated for 48 ± 4 hours and all study controls were incubated for 48 ± 2 hours at 36±1°C. 

V. RESULTS 

% Reduction 

MRID Organism Lot# Controls 48 72 30 1 hr. 
2 3 hrs. 6 hrs. 24 hrs. 

min. hrs. hrs. hrs. 

Treated Cotton Fabrics 
C-1 - 56.09 89.43 98.22 99.86 >99.99 >99.99 - -

Staphylococcu 
12SEP2017A 3.6 X 105 

50440 C-2-
s aureus 1.03 X 65.90 75.99 99.16 99.54 >99.9 >99.99 - -

5-03 (ATCC 6538) 
12SEP2017A 106 

C-3- 57.66 90.60 98.49 >99.9 >99.9 >99.99 - -
12SEP2017A 

C-1- 32.56 38.61 99.77 
>99.9 >99.99 >99.99 

9 99 999 
- -

Klebsiella 
12SEP2017A 5.25 X 

50440 C-2- 105 >99.9 >99.99 >99.99 
pneumoniae 32.09 69.24 99.68 9 999 

- -
5-06 12SEP2017A 1.09 X 9 

(ATCC 4352) C-3- 106 >99.9 >99.99 >99.99 
0 45.32 99.68 9 99 999 

- -
12SEP2017A 

Treated Microfiber Fabrics 
50440 M-1- 4.5 X 105 61 .36 95.83 
5-05 11SEP2017A 

99.70 >99.9 >99.9 - - -
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% Reduction 
MRID Organis m Lot# Controls 

30 
1 hr. 

2 
3 hrs. 6 hrs. 24 hrs. 48 72 

min. hrs. hrs. hrs. 

Staphylococcu M-2- 4.33 X 41 .59 97.45 99.56 99.51 11SEP2017A 1Q5 >99.9 - - -
s aureus 

M-3-(ATCC 6538) 
11SEP2017A 72.04 91 .79 99.49 >99.9 >99.9 - - -

M-1-
24.70 98.14 >99. >99.9 >99.99 >99.99 

11SEP2017A 3.58 X 9 9 9 99 - -
Klebsiella 50440 

pneumoniae M-2- 105 >99. >99.9 >99.99 >99.99 
5-08 11SEP2017A 1.79 X 

54.65 97.23 
9 9 9 99 

- -
(ATCC 4352) 

M-3- 105 >99. >99.9 >99.99 >99.99 
11SEP2017A 86.04 99.77 

9 9 9 99 - -
Treated Cotton/Poly Blend Fabrics 

CP-1-
46.29 65.06 95.07 99.03 >99.99 >99.99 >99. >99. 

Staphylococcu 
12SEP2017A 5.89 X 9 9999 9999 

50440 CP-2- 105 >99.99 >99. >99. 
5-04 s aureus 

12SEP2017A 6.71 X 
53.33 98.44 99.87 99.18 >99.99 

(ATCC 6538) 9 9999 9999 
CP-3- 105 >99.99 >99. >99. 

12SEP2017A 35.05 70.17 99.82 99.55 99.99 9 9999 9999 

CP-1- >99.9 >99.99 >99.99 
>99. >99. 

12SEP2017A 40.10 66.92 99.88 
99 999 999 

9999 9999 
9 99 

Klebsiella 1.57 X >99. >99. 50440 CP-2- 106 >99. >99.9 >99.99 >99.99 
5-07 pneumoniae 

12SEP2017A 1.04 X 
37.87 96.39 

99 999 99 999 
9999 9999 

(ATCC 4352) 
106 9 99 

CP-3- >99. >99.9 >99.99 >99.99 
>99. >99. 

12SEP2017A 
50.25 92.48 

9 999 99 999 
9999 9999 

9 99 

VI. CONCLUSIONS 

Application Data 

MRID# Claim Surface Method(s) Contact Time Soil Diluent Organism(s) 
support 

Type and load label 
Dilution claims? 

Residual 0.0000310 

Bacterial 
ration for 23-minute rinse • Staphylococcus 

504405-
Reduction Laundered polyester, cycle with 2-

200ppm 
aureus (ATCC 

02 - Dried 0.0000155 minute soaking 6538) 
504405- for Post Fabrics/Te for cotton, time; and 55-

No hard tap • Klebsiella 
No 

Laundry water 
08 

Contaminat xtiles and minute drying pneumoniae 

ions 
0.0000207 time (ATCC 4352) 
for blend. 

VI I. LABEL 

Proposed Label dated November 17, 2017 

1. The proposed labe l claims that the product, SilvaClean (EPA Reg. No. 90335-1 ), provides ongoing residual 
self-sanitizing activity against Staphylococcus aureus and Klebsiel/a pneumoniae on cotton, cotton/polyester 
b lend and microfiber m aterials until the next laundering event. These claims are not acceptable as they are 
not supported by the submitted data. 
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All claims for residual self-sanitizing activity should be removed. The following provide rationale as to why these 
claims are not acceptable: 

To make label claims as a "Sanitizer" a product should demonstrate a 3-log reduction at a contact time 
:55 minutes. 

o A 3-log reduction was not achieved for any of the fabric types at a 30-minute contact time 
Claims for "ongoing" are synonymous with continuous and testing to support these claims should include 
re-inoculation steps. 

2. The applicant must make the following changes to the proposed label, as appropriate: 

Remove all claims and associated directions for use as a "residual self-sanitizer" 
Remove all claims for "self-sanitizing" and any mention of specific microorganisms (e.g. Staphylococcus 
aereus and Klebsiel/a pneumoniae). 
Remove the optional marketing claims for healthcare and sports 

The registrant submitted a revised label on 04/12/2018 after a meeting with EPA that same day. In 
attendance at the meeting for EPA were the following individuals: Anita Pease, Steve Weiss, Emily 
Mitchell, Kay Montague, Zeno Bain and Kristen Willis. 

Proposed Label dated April 12, 2017 
1) On pages 1-3 and 5 of the proposed label, remove claims for "residual bacterial reduction ." At this time, 

we are not considering bacterial reduction claims public health organisms. As an alternative, the following 
claim or variation on this claim would be acceptable: "Post-laundry additive with residual activity against 
S. aureus after 6 hours of contact and K. pneumoniae after 3 hours of contact" 

2) On page 1 of the proposed label, revise the contact time for Klebsiella pneumoniae to 3 hours. A 3-log 
reduction was not achieved on the cotton and poly-cotton blend fabrics until 3 hours. 

3) On page 2 of the proposed label, the directions for use should indicate that post-laundry residual activity 
against S. aureus and K. pneumoniae is applicable to properly/adequately stored, unused laundered 
fabrics/textiles. In addition, the directions for use section should include the contact times for the tested 
microorganisms. 

4) Please include the ATCC numbers for the tested microorganisms (K. pneumoniae ATCC 4352 and S. 
aureus 6538) somewhere on the label. This may be down in text or by using a table format. 

5) On pages 4 and 5, the optional marketing claims, please revise to read as follows: 

a. Healthcare: As part of a diligent infection control program, experts recommend that a hospital 
should seek to reduce or eliminate exposure to pathogens to the greatest extent practical. One 
practical, inexpensive way to aid in this effort is to use SilvaClean® laundry additive. It provides 
residual post-laundry activity against S. aureus after 6 hours of contact and K. pneumoniae after 
3 hours of contact when textiles such as bed linens and patient gowns are laundered through the 
SilvaClean program and properly stored. SilvaClean may be a helpful addition to an Infection 
Control program. SilvaClean is not a substitute for any existing component of a diligent Infection 
Control program. Practitioners should continue to implement fully all infection control measures. 

b. Sports: As part of a diligent sports medicine infection control program, experts recommend that 
athletic programs should seek to reduce or eliminate exposure to pathogens to the greatest extent 
practical. One practical, inexpensive way to aid in this effort is to use Si/vaClean® laundry additive. 
It provides residual post-laundry activity against S. aureus after 6 hours of contact and K. 
pneumoniae after 3 hours of contact when textiles such as bed linens and patient gowns are 

Page 6 of 7 
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laundered through the SilvaClean program and properly stored. SilvaClean may be a helpful 
addition to an Infection Control program. SilvaClean is not a substitute for any existing component 
of a diligent Infection Control program. Practitioners should continue to implement fully all infection 
control measures. 

Page 7 of 7 
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~ AP.plied 
o\-.JoS,lver 

Via E-Mail and Hand Delivery 

Ms. Aline Heffernan 

March 23, 20 18 

U.S. Env ironmental Protection Agency 
Office of Pesticide Programs (MC 4607M) 
One Potomac Yard 
2777 S. Crystal Drive 
Arlington, VA 22202 

Re: Response to EPA Decision No. 536139 and PRIA Extension 

Dear Ms. Heffernan: 

Applied Si lver, Inc. (ASI) is responding to the March 20, 2018, U.S. 
Environmental Protection Agency (EPA) 75-day letter (copy attached) regarding the pending 
registration amendment application for ASI's Si lvaClean product, EPA Registration No. 90335-1. 

In its letter, EPA states that AS I must respond by Monday, March 26, 2018, and 
agree to an extension of the current Pesticide Registration Improvement Extension Act (PRIA 3) 
deadline if it wishes for EPA's review of the pending application to continue under PRIA. That 
is ASl's intent, but as EPA' s letter and accompanying March 7, 20 18, efficacy review 
memorandum are devoid of a suitable explanation for its conclusion that the submitted data do 
not support the proposed claims, it is impossible for AS! to judge the extent of an extension that 
may be required to resolve the unspecified outstanding issues. As such, AS! requests a meeting 
with the Antimicrobials Division (AD) to discuss what the issues are, so that a path forward can 
be determined, and agrees to extend the current PRIA 3 date by 15 days, from April 9, 20 18, 
until April 24, 2018. fdeally, ASI requests a meeting the week of March 26; alternatively, ASI 
requests a meeting the week of April 9. 

ASI is stunned by the brevity of EPA's letter, and its noticeable lack of 
particularity. As you know, ASI has been meaningfully engaged with EPA since 20 13 to 
develop its product in compliance with EPA' s regulations. In the last year, ASI has engaged 
with AD multiple times regarding technical testing issues. ASI also presented a white paper to 
AD regarding its product development goals and met with Office Director Keigwin, then 
Division Director Kn izner, and Deputy Division Director Weiss, and representatives from the 
Product Science and Regulatory Management branches on October 24, 20 17, to discuss these 
goals and the path forward. ASI has appreciated AD's ongoing advice and the timeliness of 
responses during these efforts. In light of these communications, and the complete absence of 

)01 433.001 / l I 1 /00237233.DOCX) 
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Ms. Aline Heffernan 
March 23, 2018 
Page 2 

any reason to believe otherwise, ASI understood that its approach was reasonably on track. ASI 
is stunned and deeply disappointed with EPA's apparent rejection of its submission, and the 
carefully constructed basis on which it rests, in which EPA was engaged in creating. ASI is a 
small company. It is heavily invested in bringing a novel technology and business model to 
market to meet important and unmet societal health needs. A meeting with AD is needed 
urgently to clarify the path forward. 

Of key concern, but certainly not exclusively, ASI notes that in the March 7, 
2018, efficacy review memorandum, AD lists the documents that it reviewed. Noticeably absent 
is Volume I of the submission, Master Record Identification (MRID) No. 5044050 1. This 
Volume contains the October 24,2017, meeting minutes, the white paper shared with AD before 
and discussed during that meeting, and a detailed discussion of the claims proposed in the 
amendment application. ASI requests that AD clarify whether the AD efficacy reviewers had 
access to that part of the submission before they concluded that all proposed claims should be 
denied. 

As timing is urgent, Lynn Bergeson and Sheryl Dolan , The Acta Group, will 
follow up on thi s letter on AS I's behalf to discuss the meeting request. 

Attachment 

Sincerely, 

~~ 
Sean D. Morham 
Chief Executive Officer 
Applied Silver, Inc. 

cc: Mr. Zeno Bain (w/attachment) (via e-mail and hand delivery) 
Ms. Kathryn Montague (w/attachment) (via e-mail and hand delivery) 
Mr. Steve Weiss (w/attachment) (via e-mail and hand delivery) 

(01433.00 1 / 1 I 1 / 00237233.DOCX) 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, DC 20460 

Sheryl Dolan 
Agent 

March 20, 20 I 8 

Applied Silver, Inc. 
26254 Eden Landing Road 
Hayward, CA 94545 

Subject: Data Deficiency - Efficacy Review 
Product Name: Silvaclean 
EPA Registration Number: 90335-1 
Application Date: 1l/17/20 17 
Decis ion Number: 536139 

Dear Ms. Dolan: 

OFFICE OF CHEMICAL SAFETY 
AND POLLUTION PREVENTION 

The Agency has received and begun its in-depth review of the subject application and has 
determined that it is incomplete or that further information is needed. This letter is a written 
notification of those deficiencies and identifies your options under 40 CFR 152. I 05 and Section 
33 of the Federal Insecticide, Fungicide and Rodenticide Act (FIFRA), as amended by the 
Pesticide Registration Improvement Extension Act (PRIA 3). Your options under 40 CFR 
152. 105 and section 33 of FIFRA are addressed separately because each involves a different 
time frame and set of options for responding to this letter. Please ensure that you cons ider each of 
the sections below in determining how and when you respond to this letter. 

40 CFR 152.105: 

Pursuant to 40 C FR 152.105, you are a llowed 75 days from the date of this letter ending July 23, 
2018 to provide a response concerning the deficiencies I isted in this letter. Your response may 
inc lude making corrections or additions to complete the application, or notifying the Agency of 
the date on which you expect to complete the application, or withdrawing your application. If 
you do not respond to this letter within 75 days or if you respond with a date on which you 
expect to complete the application but fail to meet that scheduled date, the Agency wi ll treat the 
application as if you had withdrawn it. Withdrawal concludes the Agency' s review of your 
application. Any subsequent submission of the same application must then be submitted as a new 
application with a new deadline for EPA to make a determination on your application and 
subject to a new registration service fee. 
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Page 2 of 3 
EPA Reg. No. 90355-1 
Decision No. 536139 

The deficiencies identified in the Agency's review at this time are the data that was submitted 
does not support the proposed efficacy claims. Please see the attached efficacy review for more 
information. 

Further review of your application and your response to the deficiencies may identify add itional 
deficiencies and you wil l be so informed. 

FIFRA Section 33/PRIA: 

This application is also subject to a deadline for making a determination on the application under 
FIFRA Section 33, Pesticide Registration Service Fees, established under PRIA. The time frame 
for the Agency to make a determination on this application ends on April 9, 2018. Because the 
deadline for the agency to make a determination on this application expires before the end of the 
75 days you have to respond to the deficiencies noted above, you have the following three 
options: 

I. Establish a new due date. You may work w ith us to establish a new section 33/PRIA 
deadline that allows for an appropriate response to the 75 day letter. If you choose 
this option, you need to contact the Agency not later than March 26, 20 18 to discuss a 
time frame that allows you to address the deficiencies listed above and the Agency to 
make a regulatory decision. 

2. Withdraw the application. Alternatively, you may notify us not later than March 26, 
20 18 that you are w ithdrawing your application. As noted above, withdrawal 
concludes the Agency's review of your application; however, you may resubmit 
your application after the deficiencies have been addressed. Should you choose to 
resubmit your application, it would be subject to a new dead line for making a 
determination on your application and a new registration service fee. Since a fee was 
paid w ith this application, the Agency wi ll provide any applicable refund as soon as 
practicable. 

3. Not respond. If the Agency does not hear from you by March 26,20 18, the Agency in 
meeting its obligations under section 33/PR.IA may issue a determination to not grant 
your application. While a determination to not grant an application would allow EPA 
to have met its obligation under section 33 of FIFRA to issue a determination by a 
specified date, this determination is neither a denial of the application pursuant to 
section 3(c)(6) of FIFRA or a withdrawal of the application. Thus, the Agency wi ll 
continue to diligently work on any such application as long as EPA receives a 
response to a deficiency notice within the 75 days described above. 
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April 41
\ 2018 

Via E-mai l 

Kay Montague, Ph.D. 
Acting Branch Chief, Regulatory Management Branch I 
U.S. Environmental Protection Agency 
Office of Pesticide Programs 
Antimicrobials Division (Mail code 751 OP) 
1200 Pennsylvania Ave. NW 
Washington, DC 20460 

Re: Si lvaClean® Application 

Dear Dr. Montague: 

My name is Christopher Dawes and I serve as a healthcare industry advisor to 
Applied Silver. Until recently, I served as the Chief Executive Officer at the Lucile Packard 
Chi ldren's Hospital, a career that spanned 21 years. During this time, I have overseen major 
expansions of the facility including the recent move to a new faci lity dedicated pediatric care for 
children and mothers. I am proud of the culture of excellence in clinical services that we created, 
many of which are nationally ranked. I am writing to support a favorable rev iew of the pending 
application with the U.S . Environmental Protection Agency (EPA) submitted by Applied S ilver 
Inc. (ASI) to add public health claims to the labeling of its antimicrobial product, SilvaClean®. 

During my time as CEO of Lucile Packard, I have seen much progress over that 
time in reducing Hospital Acquired Infections (HAI) through programs that involve, among other 
things: improved patient care practices; more rigorous hygiene practices by medical and non
medical staff; and the systematic use of steril izers, dis infectants, and sanitizers that are effective 
in reducing pathogen levels on objects and materials that will contact patients. 

Despite better Infection Control programs, HAis continue to be a constant 
challenge and serious problem for hospitals, nursing homes, and other medical care fac ilities. One 
of the most significant learnings in this field is the importance of properly using all available tools 
to control pathogens and to minimize the transmission of infections from patient to patient. Among 
other th ings, this means addressing all possible pathogen reservoirs and pathways by which 
patients might become infected. Currently, there are readily available tools to deal with pathogens 
possibly present on medical instruments and hard surfaces, but we lack cost-effective ways to deal 
with the potential for cross-contamination originating from pathogen loads in linens or other types 
of textiles (e.g., gowns, scrubs, hospital curtains, and related items). Controll ing pathogens in 
these "soft" substrates could present real benefits for medical care. 

I am familiar with and impressed by research conducted by Applied Silver in 
collaboration with Stanford Uni versity and published as "Reduction in bacterial contamination of 

(01433.001 / 111 / 00237982.DOCX 3) 
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Kay Montague, Ph.D. 
April 4, 2018 
Page 2 

hospital textiles by a novel silver-based laundry treatment," AJIC, 20 16 Dec I; 44( 12): 1705-1708. 
This study deployed linens -- some treated with SilvaClean and some w ithout -- in a hospital and 
then measured the levels of different pathogens on the linens following patient use. The resulting 
data indicated that pathogen levels on hospital linens that had been treated with SilvaClean were 
significantly lower than the levels of these pathogens on linens without the treatment. While I 
cannot quantify how much HAI incidence would be impacted by reduced pathogen levels in 
hospital linens, I think that a product like SilvaClean could be shown to make a valuable difference. 

To my knowledge, SilvaClean is the first product of its kind, and it appears to offer 
the promise of addressing pathogens in textile products in a unique and cost-effective way. 
SilvaClean is an efficient and economical technology that would fit easily into any hospital ' s 
routines. If it reduces pathogen levels, I expect it would be a valuable addition to Infection Control 
programs at any hospital. 

Consequently, I encourage EPA to evaluate and approve this product in a timely 
manner, if you find that its use is safe for patients and it otherwise meets the Agency's 
requ irements. Thank you. 

cc: Ms. Anita Pease (via e-mail) 
Mr. Zeno Bain (via e-mail) 

(01433.00I / II I / 00237982.DOCX 3) 

Sincerely, 

,· 

Christopher G. Dawes 
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April 41
\ 2018 

Via E-mail 

Kay Montague, Ph.D. 
Acting Branch Chief, Regulatory Management Branch I 
U.S. Environmental Protection Agency 
Office of Pesticide Programs 
Antimicrobials Division (Mail code 751 OP) 
1200 Pennsylvania Ave. NW 
Washing1on, DC 20460 

Re: SilvaClean® Application 

Dear Dr. Montague: 

My name is Sue Barnes and I serve as a clinical advisor to Applied Silver and 
previously was National Program Leader for Infection Prevention for Kaiser Permanente' s 8 
regions, 35+ hospitals and > 400 medical offices. I am board certified in Infection Control and 
Prevention and participated in the development of a number of APIC and AORN clinical guides 
to prevention of all types of healthcare associated infections. I am writing to support a favorable 
review of the pending application with the U.S. Environmental Protection Agency (EPA) 
submitted by Applied Silver Inc. (ASI) to add public health claims to the labeling of its 
antimicrobial product. Si lvaClean'li}. 

I have worked in positions responsible for Infection Control programs for 29 years 
and have seen much progress over that time in reducing Healthcare Associated Infections (HA I) 
through programs that involve, among other things: improved patient care practices; more 
rigorous hand hygiene practices by medical and non-medical staff; strategies to reduce pathogen 
burden on patient skin; and the systematic use of sterilizers, disinfectants. sanitizers and cleaning 
products that are effective in reducing pathogen levels in the patient zone and on objects and 
materials that will contact patients. 

Despite better Infection Control programs, HAis continue to be a constant 
challenge and serious problem for hospitals, nursing homes, and other medical care fac ilities. One 
of the most significant learnings in this field is the importance of properly using a ll ava ilable too ls 
to control pathogens and to minimize the transmission of infections from patient to patient. Among 
other things, this means addressing all possible pathogen reservoirs and pathways by which 
patients might become infected. Within the patient environment, there are readily available tools 
to deal with pathogens present on medical instruments and hard surfaces. but we lack cost-effective 
ways to deal with the potential fo r cross-contamination originating from pathogen loads in linens 
or other types of texti les (e.g., gowns, scrubs, hospita l curtains, and related items). Controlling 
pathogens in these ··soft" substrates could present real benefits for medical care. 
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I am fami liar with and very encouraged by the research conducted by Stanford 
University us ing Sil vaClean. "Reduction in bacterial contam ination of hospital textiles by a novel 
s i Iver-based laundry treatment," AJ IC~ 20 I 6 Dec I; 44(12): 1705- 1708. T h is study deployed linens 
-- some treated with Si lvaClean and some without -- in a hospital and then measured the levels of 
different pathogens on the linens following patient use. T he resulting data indicated that pathogen 
levels on hospital linens that had been treated with SilvaClean were significantly lower than the 
levels o f these pathogens on linens without the treatment. Wh ile I cannot quantify how much HAI 
inc idence would be impacted by reduced pathogen levels in hospital linens, I think that a product 
li ke SilvaClean could be shown to make a valuable difference. 

To my knowledge, SilvaClean is the first product of its kind, and it appears to offer 
the promise of addressing pathogens in textile products in a unique and cost-effective way. 
S ilvaClean is an efficient and economical technology that would fi t easily into any hospita l' s 
routines. If it reduces pathogen levels, I expect it would be a valuable addition to any Infection 
Prevent ion and Control program. 

Consequently, I encourage EPA lo evaluate and approve this product in a t ime ly 
manner, if you find that its use is safe for patients and it otherwise meets the Agency's 
requirements. Thank you. 

cc: Ms. Anita Pease (via e-mai l) 
Mr. Zeno Bain (via e-mail) 

Sincere ly. 

~~-
Sue Barnes, RN, CJC, F APIC 
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'~ KAISER PERMANENTE. 

April 5th, 2018 

Via E-mail 

Kay Montague, Ph.D. 
Acting Branch Chief, Regulatory Management Branch I 
U.S. Environmental Protection Agency 
Office of Pesticide Programs 
Antimicrobials Division (Mail code 75 1 OP) 
1200 Pennsylvania Ave. NW 
Washington, DC 20460 

Re: SilvaClean® Applicat ion 

Dear Dr. Montague: 

My name is Dr. Ronald Loo and I am the Physician Co-Lead of the Health Innovations 
team at Kaiser Pennanente. I have over thirty years of experience as a Kaiser Permanente urologist. was 
Regional Chief of Urology and currently serve as the Regional Assistant Medical Director of Performance 
Improvement. I am writing Lo support a favorable review of the pending application with the U.S. 
Environmental Protection Agency (EPA) submitted by Applied Silver Inc. (ASI) t.o add public health 
c laims to the labeling of its antimicrobial product, SilvaClean®. 

I have spent many years evaluating new and innovative technologies for improved 
healthcare and patient experience. During this time, I have seen much progress over that time in reducing 
Hospital Acquired Infections (HAI) through programs that involve, among other th ings: improved patient 
care practices: more rigorous hygiene practices by medical and non-medical staff; and the systematic use 
of steril izers, disinfectants, and sanitizers that are effective in reducing pathogen levels on objects and 
materials that wi ll contact patients. 

Despite better Infection Control programs, HAfs continue to be a constant challenge and 
serious problem for hospitals, nursing homes, and other medical care faci lities. One of the most 
significant learnings in this field is the importance of properly using all avai lable tools to control 
pathogens and to minimize the transmission of infeclions from patienl to patient. Among oth~r things, 
this means addressing all possible pathogen reservoirs and pathways by which patients might become 
infected. Currently. there are readily available tools 10 deal with pathogens possibly present on medical. 
instruments and hard surfaces. bul we lack cost-effective ways to deal with the potential for cross
contamination originating from pathogen loads in linens or other types of textiles (e.g., gowns, scnibs. 
hospital curta ins. and related items). Controlling pathogens in these "soft" substrates could present real 
benefits for medical care. 

Letter of Support for Applied Silver to US EPA 4-5-18 
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~,T,i KAfSER PERMANf.NTE 

l am familiar and very e ncouraged b y the l'esearch conducted by Stan ford Univers ity using 
S ilvaClean . --Reduction in bacteria l contaminatio n of hospi tal textiles by a novel s ilve r-based laundry 
treatment," AJ IC, 2016 Dec I; 44(12): 1705-1708. This study deployed line ns ~- some treated w ith 
S ilvaClean and some witho ut -- in a hospital and then measured the levels o f different pathogens o n the 
linens fo llowing patie nt use. The resulting data indicated that pathogen levels on hospital linens that had 
been t reated w ith Si lvaClean were significantly lower than the levels of these pathogens o n I inens w itho ut 
the treatme nt. While 1 canno t quantify how much HAI inc idence would be impacted by reduced pathogen 
leve ls in hospita l linens, I think that a product like S ilvaClean could be shown to make a valuable 
di fference. 

T o m y knowledge, S ilvaC lean is the first product o f its kind, and it appears to offe r the 
promise of addressing pathogens in textile products in a unique and cost-effective way. S llvaClean is an 
efficient and econo mical techno logy that would fit easily into any hospita l's routines. ff it reduces 
pathogen leve:ls, J expect it would be a valuable additio n to an Infection Control program. I would ho pe 
o ther innovative hospitals would a lso ado pt it. 

Conseque ntly, I encourage EPA to evaluate and approve this product in a time ly ma nne r, if 
you find tha t its use is safe for patie nts and it otherwise meets the Agency's requireme nts. Thank you. 

cc M s. An ita Pease (v ia e-mai l) 
M r. Zeno Ba in (via e-ma il) 

Letter of Support for Applied Silver to US EPA 

Sincerely, 

Rona ld Loo, M .D. 

2 4-5 - 18 
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Via E-mail 

Kay Montague. Ph.D. 

David M. Joyner MD, LLC 
Joyner Consulting Services 

591 Cook Court, Hummelstown. Pa 17036 
717-566-5839 

tlmjovncr70@aol .t:om 

April 6, 2018 

Acting Branch Chief, Regulatory Management Branch I 
U.S. Environmental Protection Agency 
Office of Pesticide Programs 
Antimicrobjals Division (Mail code 751 OP) 
1200 Pennsylvania Ave. NW 
Washington, DC 20460 

Re: SilvaClean® Application 

Dear Dr. Montague: 

My name is David Joyner, MD and I am a board-certified orthopedic 
surgeon with a sports medicine emphasis. T am an advisor to Applied Silver, Inc. l am 
writing to support a favorable review of the pending application with the U.S. 
Environmental Protection Agency (EPA) submitted by Applied Silver Inc. (ASD to add 
public health claims to the labeling of its antimicrobial product, SilvaCJcan®. 

I have worked in sports medicine and orthopedic surgery for 40 years and 
have seen much progress over that Ume jn reducing Healthcare Associated Infections 
(HAI) through programs that involve. among other things: improved patient care 
practices: more rigorous hygiene practices by medical and non-medical staff: and the 
systematic use of sterilizers. disinfectants, and sanitizers that are effective in reducing 
pathogen levels on objects and materials that wilJ comacl patients. 

Despite better Infection Control programs, HA Is continue to be a constant 
challenge and serious problem for hospitals, surgery centers and olher medical care 
facilities. One of the most signjficant learnings in this field is tbe importance of properly 
using all available tools to control pathogens and to minimize the transmission of 
infections from patient to patient and from t11e environment to the patient. Among other 
tilings, this means addressing all possible pathogen reservoirs and pathways by which 
patients might become infected. Currently, there are readi ly available tools to deal with 
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pathogens possibly present on medical instruments and hard surfaces, but we lack cost
effective ways to deal with the potential for cross-contamination originating from 
pathogen loads in linens or other types of textiles (e.g., gowns, scrubs, hospital curtains, 
and related items). Controlling pathogens in these "'soft" substrates could present real 
benefits for medical care. 

l am familiar with and very encouraged by the research conducted by 
Stanford University using SilvaC\ean. ·'Reduction in bacterial contamination of hospital 
textiles by a nove] silver-based laundry treatment," AJIC, 2016 Dec I ; 44( 12):1705- l 708. 
This study deployed linens - some treated with SilvaClean and some without -- in a 
nospital and then measured the levels of different pathogens on the linens following 
patient use. The resulting data indicated that patbogeo levels on hospital linens that had 
been trea1ed with SilvaClean were significantly lower than the levels of tbese pathogens 
on linens without the treatment. r think that a product like SilvaClean could be shown to 
make a valuable difference. 

To my knowledge, SilvaClean is the first product of j ts k ind, and it 
appears to offer the promise of addressing pathogens in textile products .in a unique and 
very cost-effective. way. Si lvaClean is an efficient and economical technology that would 
fil easily into any hospital and surgery center's routines. If it reduces pathogen levels, I 
expect it wou ld be a valuable addition to any Infection Control program. 

Consequently, I encourage EPA to evaluate and approve this product in a 
timely manner, if you find that its use is safe for patients and it otherwise meets the 
Agency's requirements. Thank you. 

cc: M s. Anita Pease (via e-mail) 
Mr. Zeno Bain (via e-mail) 

David Joyner, MD, FACS 
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CAL POLY .. 

April 10, 2018 

Via E-mail 

Kay Montague, Ph.D. 
Acting Branch Chief. Regulatory Management Branch I 
U.S. Environmental Protection Agency 
Office of Pesticide Programs 
Antimicrobials Division (Mail code 751 OP) 
1200 Pennsylvania Ave. NW 
Washington, DC 20460 

Re: SilvaClean® Application 

Dear Dr. Montague: 

My name is Aydin Nazmi and I am an epidemiologist serving as Associate 
Professor at California Polytechnic State University, San Luis Obispo. I am writjng to support a 
favorable review of the pending application with the U.S. Environmental Protection Agency (EPA) 
submitted by Applied Si lver Inc. (ASI) to add public health claims to the labeling of its 
antimicrobial product, Si lvaClean®. 

I have worked as a professor of public health and also nutrition for a decade and 
have seen much progress over that time in reducing Hospital Acquired Infec tions (HAI) through 
programs that involve, among other things: improved patient care practices; more rigorous hygiene 
practices by medical and non-medical staff; and the systematic use of steri lizers, disinfectants, and 
sanitizers that are effective in reducing pathogen levels on objects and materials that will contact 
patients. 

Despite better Infection Control programs, HAis continue to be a constant 
challenge and serious problem for medical fac ilities and ath letic programs. One of the most 
significant learnings in this field is the importance of properly using all available tools to control 
pathogens and to minimize the transmission of infections between individuals. Among other 
things, this means addressing all possible pathogen reservoirs and pathways by which patients 
might become infected. Currently, there are readily avai lable tools to deal with pathogens possibly 
present on medical instruments and hard surfaces, but we lack cost-effective ways to deal with the 
potential for cross-contamination originating from pathogen loads in linens or other types of 

CJl1forn1a Polvtcchnic St,, t,i Urnvcrnty I San Luis Obispo I CA I 9340/ 0201 
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textiles (e.g., gowns, scrubs, hospital curtains. and related items). Controlling pathogens in these 
"soft" substrates could present real benefits for medical care. 

I was a co-author of the research conducted by Stanford University using 
SilvaClean. ""Reduction in bacterial contamination of hospital textiles by a novel silver-based 
laundry treatment." AJ IC, 20 16 Dec I; 44( 12): 1705-1 708. This study deployed linens -- some 
treated with SilvaClean and some without -- in a hospital and then measured the levels of difTerent 
pathogens on the linens fo llowing patient use. The resulting data indicated that pathogen levels 
on hospital linens that had been treated with SilvaClean were significantly lower than the levels of 
these pathogens on linens without the treatment. While I cannot quantify how much I IAI incidence 
would be impacted by reduced pathogen levels in hospital linens, I think that a product like 
SilvaClean could be shown to make a valuable difference. 

To my knowledge, SilvaClean is the first product of its kind. and it appears to offer 
the promise of addressing pathogens in textile products in a unique and cost-effective way. 
SilvaClean is an efficient and economical technology that would fit easily into any hospital's 
routines. If it reduces pathogen levels, I expect it would be a valuable addition to my Infection 
Control program. In addition. SilvaClean is beneficial to athletic programs of all levels. Cali forn ia 
Polytechnic State University in San Luis Obispo is a customer of the company that is currently 
using the product as part of their infection prevention programs. 

Consequently, I encourage EPA lo evaluate and approve this product in a timely 
manner, if you find that its use is safe for patients and it otherwise meets the Agency's 
requirements. Thank you. 

cc: Ms. Anita Pease (via e-mail) 
Mr. Zeno Bain (v ia e-mail) 

Sincerely. 

Aydin Nazml, PhD 

Callforn,a Polvtectinic State University I San Lws Obispo I CA I 93407-0201 
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April 9.2018 

Via E-mail 

Kay \lfontague. Ph.D 
Acting Branch Chief, Regulatory Management Branch I 
U.S. EnYironmental Protection Agency 
Office of Pesticide Programs 
Antimicrobials Division (Mail code 751 OP) 
1200 Pennsylvania Ave. NW 
Washington, DC 20460 

Re: SilvaClean~ Application 

Dear Dr Montague· 

My name is Dr. Jethro Trees Riner and r am a board cerlified physician 
specializing in Infectious Diseases and Internal Medicine. I am the managing partner of Central 
Coast lnfectious Diseases Consultants "vhere 1 assist other physicians daily with challenging and 
complicated cases of patient infection I am a customer of and an advisor ro Applied Silver. 
Additionally, I am the Medical Director of the Infection Control Programs for five California 
Central Coast Hospitals (Sierra Vista Medical Center. Twin Cities Medical Center. ;-.[arian 
Medical Center, Arroyo Grande Community Hospital. and French Hospital Medical Center) I 
am trained and certified as a Hospital Epidemiologist by the CDC and the Society for Healthcare 
Epidemiology of America. I am writing to support a fa\·orable review of the pending application 
with the U S. Environmental Protection Agency (EPA) submincd by Applied Silver lnc (A I) to 
add pub! ic heaHh claims 10 the labeling of its antimicrobial product. SilvaClean 1· 

I have worked in pos111ons responsible for lnfection Control programs for 12 
years and have seen much progress over that time in reducing Hospital Acquired Infections 
(HAI) through programs that involve. among other things: improved patient care practices: more 
rigorou- hygiene practices by medical and non-medical staff: and the systematic use of 
sterili zers. disinfectants. and sanitizers that are effecti\ e in reducing pathogen levels on objecb 
and materials that will contact patients 

Despite better Infection Control programs. HAis continue to be a consrnnt 
challenge and serious problem for hospital s, nursing homes. and other medical care facilities. 
One of tl1e most significant learnings in this field is the importance of properly using all available 
tools ro control pathogens and to minimize rhe transmission of infections from patient to patient. 
Among orher things. this means addressing all possible pathogen reservoi rs and pathways b:,,· 
which patients might become infected. Currently, rhere are readil:,,1 available rools to deal with 
pathogens possibly present on medical instruments and hard surfaces, bur we lack cost-effective 
ways to deal with the potential for cross-contamination originating from pathogen loads in linens 
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or other types of textiles (e.g, gowns. scrubs. hospital cu11ains, and related items). Controlling 
pathogens in these ·'soft" substrates could present real benefits for medical care. 

I am familiar with and very encouraged by the research conducted by Stanford 
University using SilvaClean. --Reduction in bacterial contamination of hospital textiles by a 
novel silver-based laundry treatment, .. A.TIC, 2016 Dec 1; 44( 12):1705- 1708 This study 
deployed linens -- some treated with SilvaClean and some without -- in a hospital and then 
measured the levels of different pathogens on the linens following patient use. The resulting data 
indicated that pathogen levels on hospital linens that had been rreated with SilvaClean were 
significantly lower than the levels of these pathogens on linens \.VitJ10ut the treatment. While I 
cannot quantify how much HAI incidence would be impacted by reduced pathogen levels in 
hospital linens. T think that a product like SilvaClean could be shown to make a valuable 
difference. 

To my knowledge, SilvaClean is the first product of its kind, and it appears to 
offer the promise of addressing pathogens in textile products in a unique and cost-effective way. 
SilvaClean is an efficient and economical technology that would fit easily into any hospital 's 
routines. If it reduces pathogen levels. I expect it would be a valuable addition to my Infection 
Control program. I would hope other infection Control professionals would also adopt it. 

Consequently. I encourage EPA to evaluate and approve this product in a time!~· 
manner, if you find that its use is safe for patients and it othen,vise meets the Agency ' s 
requirements. Thank you. 

cc: Ms. Anita Pease (via e-mail) 
Mr. Zeno Bain (via e-mail) 

Sincerely, 

---

.T. Trees Ritter, DO. FIDSA 
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A AP.plied 
oLJoS,lver 

Via E-Mail and Hand Delivery 

Ms. A line Heffernan 

March 23. 2018 

U.S. Environmental P rotection Agency 
Office of Pesticide Programs (MC 4607M) 
One Potomac Yard 
2777 S. Crystal Drive 
Arlington, VA 22202 

Re: Response to EPA Decision No. 536139 and PRIA Extension 

Dear Ms. Heffernan: 

Applied Si lver. Inc. (ASI) is responding to the March 20, 20 18, U.S. 
Environmental Protection Agency (EPA) 75-day letter (copy attached) regarding lhe pending 
registration amendment application for ASl's SilvaClean product, EPA Registration No. 90335-1 . 

In its letter, EPA states that AS I must respond by Monday, March 26, 2018. and 
agree to an extens ion of the current Pesticide Regi stration Improvement Extension Act (PRIA 3) 
deadline if it wishes for EPA 's review of the pending application to continue under PRIA. That 
is ASl 's intent, but as EPA ·s letter and accompanying March 7, 20 18. efficacy review 
memorandum are devoid of a suitable explanation for its conclusion that the submitted data do 
not support the proposed claims. it is impossible for AS I to judge the extent of an extension that 
may be required to resolve the unspecified outstanding issues. As such, AS J requests a meeting 
with the Antimicrobials Division (AD) to di scuss what the issues are, so that a path forward can 
be detennined, and agrees to extend the current PRIA 3 date by 1,5 days. from April 9. 20L8, 
until April 24, 20 I 8. Ideally, ASI requests a meeting the week of March 26; alternatively, ASI 
requests a meeting the week of April 9. 

ASI is stunned by the brevity of EPA 's letter, and its noticeable lack of 
particu larity. As you know, AS I has been meaningfully engaged with EPA since 2013 to 
develop its product in compliance with EPA 's regulations. In the last year. ASI has engaged 
with AD multiple times regarding technical tesring issues. ASI a lso presented a white paper to 
AD regarding its product development goals and met with Office Director Keigwin, then 
Division Director Knizner, ahd Deputy Di vis ion Director Weiss, and representatives from the 
Product Science and Regulatory Management branches on October 24, 20 17. to discuss these 
goals and the path forward. ASI has appreciated A D's ongoing advice and the timeliness of 
responses during these efforts. In light of these communications. and the complete absence of 
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any reason to believe otherwise, ASI understood that its approach was reasonably on track. t.S I 
is stunned and deeply disappointed with EPA 's apparent rejection of its submission. a,,d tl,e 
carefully constructed basis on which it rests, in which EPA was engaged in creating. ASI is a 
small company. It is heavily invested in bringing a novel technology and business rnucie: tv 
market to meet important and unmet societal health needs. A meeting with AD is needed 
urgently to clarify the path forward. 

Of key concern, but certainly not exclusively, ASI notes that in the March 7. 
20 18, efficacy review memorandum, AD lists the documents that it reviewed. Noticeably absent 
is Volume 1 of the submission, Master Record Identification (MRID) No. 5044050 I. This 
Volume contains the October 24. 2017, meeting minutes, the white paper shared with AD before 
and discussed during that meeting. and a detailed discussion of the claims proposed in the 
amendment app lication. ASI requests that AD clari fy whether the AD efficacy reviewers had 
access to that part of the submission before they concluded that all proposed claims should be 
denied. 

As timing is urgent. Lynn Bergeson and Sheryl Dolan. The Acta Group, wil l 
fo l low up on this letter on AS I's behalf to discuss the meeting request. 

Attachment 

Sincerely, 

~~ 
Sean D. Morham 
Chief Executive Officer 
App lied Si lver, Inc. 

cc: Mr. Zeno Bain (w/attachment) (via e-mai l and hand deli very) 
Ms. Kathryn Montague (w/attachment) (via e-mail and hand delivery) 
Mr. Steve Weiss (w/anachment) (via e-mail and hand delivery) 

, , 
(01433 00 1 / III / 00237233 DOCX! 
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UNITED STATES ENVIRONMENT AL PROTECTION AGENCY 
WASHINGTON, DC 20460 

Sheryl Dolan 
Agent 

March 20, 20 18 

Applied Silver, Inc. 
26254 Eden Landing Road 
Hayward, CA 94545 

Subject: Data Deficiency - Efficacy Review 
Product Name: Silvaclean 
EPA Registration Number: 90335-1 
Application Date: 11 /17/2017 
Decision Num ber: 536 139 

Dear Ms. Dolan: 

OFFICE OFCHEMIC 'l1 'i'\FETI 
AND POt.LUTION, 'REVEN-ION 

The Agency has received and begun its in-depth review o f the subject appl ication and has 
determined that it is incomplete or that further information is needed. This letter is a written 
notification of those deficiencies and idcnti fies your options under 40 CFR 152. I 05 and Section 
33 of the Federal Insecticide, Fungicide and Rodenticide Act (F IFRA). as amended by the 
Pesticide Registration Improvement Extension Act (PRIA 3). Your options under 40 CFR 
152. 105 and section 33 of FIFRA are addressed separate ly becaus~ each in volves a different 
time frame and set of options for responding to this letter. Please ensure that you consider each of 
the sections below in determining how and when you respond to this lener. 

40CFR 152.105: 

Pursuant to 40 CFR 152. 105. you are a llowed 75 days from the date of this letter ending July 23. 
2018 to prov ide a response concerning the deficiencies listed in this letter. Your response may 
include making corrections or add itions to complete the application, or notifying the Agency of 
the date on which you expect to complete the application, or withdrawing your application. If 
you do not respond to this letter within 75 days or if you respond w ith a date on which you 
expect to com plete the appl ication but fail to meer that scheduled date. the Agency will treat the 
application as if you had withdrawn it. Withdrawal concludes the Agency's rev iew of your 
application. Any subsequent submission o f the same application must then be submitted as a new 
application with a new deadline for EPA lo make a detennination on your application and 
subject to a new registration service fee. 
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The deficiencies identified in the Agency's review ac this time are the data that was subrn ittc.d 
docs not support the proposed efficacy claims. Please see the attached efficacv review for more 
in fonnation. ~ 

Further rev iew of your application and your response to the deficiencies may identify additi'Jr.'.ll 
deficiencies and you will be so informed. 

FlFRA Section 33/PRlA: 

This application is also subject lo a deadline for making a determination on the application under 
FIFR.A Section 33, Pesticide Registration Service Fees, established under PRIA. The time ;;-ar11e 
for the Agency to make a determination on this application ends on April 9.2018. Because the 
deadline for the agency to make a determination on this application expires before the end of the 
75 days you have to respond to the de liciencies noted above, you have the fo llowing three 
options: 

I , Establish a new due date. You may work with us to establish a new section 33/PRIA 
deadline that allows for an appropriate response to the 75 day leuer. If you choose 
this option, you need to contact the Agency not later than March 26. 20 18 to discuss a 
time frame that allows you to addrc:ss the deficiencies listed above and the Agency to 
make a regulatory decis ion. 

2. Withdraw the application. Alternatively. you may noti fy us not later than March 26. 
2018 that you are withdrawing your application. As noted above, withdrawal 
concludes the Agency's review or your application; however, you may resubmit 
your application after the deficiencies have been addressed. Should you choose to 
resubmit your application, it would be subject to a new deadline for making a 
determination on your application and a new registration service fee. Since a fee was 
paid with this application. the Agency wi ll provide any applicable refund as soon as 
practicable. 

3. Not respond. If the Agency does not hear from you by March 26.20 18, the Agency in 
meeting its obligations under section 33/PRIA may issue a determination to not grant 
your application. While a detennination to not grant an appl ication would allow EPA 
lo have met its obligation under section 33 of FI FRA to issue a determination by a 
specified date, this determination is neither a den ial of the application pursuant to 
section 3(c)(6) ofFIFRA or a withdrawal of the application. Thus. the Agency wi ll 
continue to diligently work on any such application as long as EPA receives a 
response to a deficiency notice within the 75 days described above. 
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Decision No. 5361 39 

Please respond to this letter by 03/26/20 18. When submitting in fonnation or data in responsr w 
this letter, a copy of this letter should accompany the submission to facilitate processing. If you 
have any questions, you may contact Aline Heffernan at 703-347-8602 or via email at 
he ffernan.aline(a)epa.g.ov. 

Enclosure: Efficacy Review 

Sincerely. -
Zeno Bain. Product Manager 33 
Regulatory Management Branch , 
Antimicrobials Division (751 OP) 
Office of Pesticide Programs 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY WASHINGTON, 
DC 20460 

March 07, 2018 

OFFICE OF CHEMICAL SAFETY 
AND POLLUTION 

PREVENTION 

MEMORANDUM 

Subject: 

From: 

Thru: 

Efficacy Review for SilvaClean, EPA Reg. No. 90335-1 ; DP Barcode: 0444670: Submission #: 
1012169; E-Sub # 24426. 

Ibrahim Laniyan, Ph.D. 
Microbiologist 
Product Science Branch 
Antimicrobials Division (7510P) 

Kristen Willis, Ph.D. 
Acting Efficacy T earn Leader 
Product Science Branch 
Antimicrobials Division (7510P) 

To: Zeno Bain, PM33 / Aline Heffernan 
Regulatory Management Branch I 
Antimicrobials Division (7510P) 

Applicant: Applied Silver, Inc. 
26254 Eden Landing Road 
Hayward, CA 94545 

Formulation from the Label: 

Active Ingredients % by wt. 
Silver .......... ........ . ... .... ..... ... ....... ...... . ................................. 22.5 % 

Other Ingredients: .......................................................................... 77.5 % 
Total ...... ..... .. .......... .... ................................................... ........... ... ... . 100.0 % 

Page 1 of 6 
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I. BACKGROUND 

Product Description (as packaged, as applied): Liquid concentrate 

Submission type: Label amendment 

Currently registered efficacy claim(s): application to textiles after each laundering to protect fibers against 
stain- and odor-causing bacteria, mold. and mildew 

Requested action(s): Add residual self-sanitizing laundry additive claim 

Documents considered in this review: 

11. 

• 
• 
• 
• 
• 
• 

• 

Letter from applicant to EPA dated November 17, 2017 
Application for Pesticide (EPA form 8570-1) dated November 17, 2017 
Certification with Respect to Citation of 1ata (EPA Form 8570-34) dated November 17, 2017 
Data Matrix (EPA Form 8570-35) dated November 17, 2017 
7 efficacy studies (MRID 504405-01-504405-08) 
1 additional MRID dated 01/23/2018 with supplemental information to address the technical screen 
(MRID 50504501) 
Proposed label dated November 17, 2017 

PROPOSED DIRECTIONS FOR USE 

For ongoing residual self-sanitizing activity against Klebsiella pneumoniae, and Staphylococcus aureus, on cotton, 
cotton/polyester blends, and microfiber fabrics and for preservation against stain- and odor causing bacteria, mold 
and mildew use as directed. 

SilvaClean® is a concentrate that must be diluted with distilled or deionized water before use. 

Ongoing residual self-sanitizing: Dilute the following volumes of SilvaClean® concentrate volumes per 100 lbs of 
selected fabric type into 500 or 1000 ml distilled or deionized water and dose as part of the final rinse step in the 
laundry process to achieve residual self-sanitization: 

• 0.024 oz per 100 lbs cotton 
• 0.032 oz per 100 lbs cotton/poly blend 
• 0.048 oz per 100 lbs microfiber 

Add the diluted solution into the final rinse cycle of a laundry process. Allow to soak with fabric at least 
2 minutes. 

Ill. STUDY SUMMARIES 

1. MRID 504405•02 "Treating Fabric with Self.Sanitizing Laundry Test Solution" for Test Solution, 
by Sean Elizabeth Richard. Study conducted at Microchem Laboratory. Study completion date -
14 NOV 2017. Laboratory Project Number GLP1777. 

This study was conducted to treat three fabric types, Microfiber (100% Polyester, lot: 286-E), Cotton 
(100%, lot: 286-A), and Cotton/Poly Blend (55% Cotton, 45% Polyester, lot: 286-B), with "Test Solution" (lots: 
170821-1 , 170821-2, and 170821-3) during laundry, according to Microchem Laboratory protocol P1937 (copy 
provided). The product, adjusted to the LCL concentration, was diluted t0 0.0000310 ration in 200ppm hard tap 
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water for polyester, 0.0000155 for cotton, and 0.0000207 for blend. Product was applied during 23-minute rinse 
cycle with 2-minute soaking time; and 55-minute drying time. 
Treated fabrics were assigned the following lot numbers: 

Treated Microfiber Fabric: M-1-11SEP2017A, M-2-11SEP2017A, and M-3-11 SEP2017A 
Treated Cotton Fabric: C-1-12SEP2017A, C-2-12SEP2017A, and C-3-12SEP2017A 
Treated Cotton/Poly Blend Fabric: CP-1-12SEP2017A, CP-2-12SEP2017A, and CP-3-12SEP2017A 

2. MRID 504405-03 "Evaluating Self-Sanitizing Fabric using the AATCC 100 Method against S. 
aureus", by Elizabeth Richard. Study conducted at Microchem Laboratory. Study completion date 
-14 NOV 2017. Laboratory Project Number GLP1810. 

This study was conducted against Staphylococcus aureus (ATCC 6538). Three lots (C-1-12SEP2017A, 
C-2-12SEP2017A, and C-3-12SEP2017A) of "Treated Cotton Fabric", were tested according to Microchem 
Protocol P1938 (copy provided). Three carriers per lot per contact time were inoculated with 1 ml of 
microorganism culture, wrapped and incubated at 36±1°C for 30 min, 1 hour, 2 hours, 3 hours, 6 hours, and 24 
hours. Upon completion of the contact time, carriers were harvested into twenty (20) ml of neutralizing broth (Dey 
Engley (D/E) broth). All tubes containing test or control fabric were vortex mixed for 2 minutes ± 5 seconds. 
Neutralizing broth was enumerated using standard pour plating techniques. All plates for test and control fabrics 
were incubated for 48 ± 4 hours and all study controls were incubated for 48 ± 2 hours at 36±1°C. 

3. MRID 504405-04 "Evaluating Self-Sanitizing Fabric using the AATCC 100 Method against S. 
aureus", by Elizabeth Richard. Study conducted at Microchem Laboratory. Study completion date 
-14 NOV 2017. Laboratory Project Number GLP1813. 

This study was conducted against Staphylococcus aureus (ATCC 6538). Three lots (CP-1 -12SEP2017 A, 
CP-2-12SEP2017A, and CP-3-12SEP2017A) of "Treated Cotton/Poly Blend Fabric", were tested according to 
Microchem Protocol PP1994 (copy provided). Three carriers per lot per contact time were inoculated with 1 ml 
of microorganism culture, wrapped and incubated at 36±1°C for 30 min, 1 hour, 2 hours, 3 hours, 6 hours, 24 
hours, 48 hours, and 72 hours. Upon completion of the contact time, carriers were harvested into twenty (20) ml 
of neutralizing broth (Dey Engley (DIE) broth). All tubes containing test or control fabric were vortex mixed for 2 
minutes ± 5 seconds. Neutralizing broth was enumerated using standard pour plating techniques. All plates for 
test and control fabrics were incubated for 48 ± 4 hours and all study controls were incubated for 48 ± 2 hours 
at 36±1°C. 

4. MRID 504405-05 "Evaluating Self-Sanitizing Fabric using the AATCC 100 Method against S. 
aureus", by Elizabeth Richard. Study conducted at Microchem Laboratory. Study completion date 
- 14 NOV 2017. Laboratory Project Number GLP1814. 

This study was conducted against Staphylococcus aureus (ATCC 6538). Three lots (M-1-11 SEP2017 A, 
M-2-11 SEP2017A, and M-3-11 SEP2017A) of "Treated Microfiber Fabric", were tested according to Microchem 
Protocol P2005 (copy provided). Three carriers per lot per contact time were inoculated with 1 ml of 
microorganism culture, wrapped and incubated at 36±1°C for 30 min, 1 hour, 2 hours, 3 hours, 6 hours, and 24 
hours. Upon completion of the contact time, carriers were harvested into twenty (20) ml of neutralizing broth (Dey 
Engley (0/E) broth). All tubes containing test or control fabric were vortex mixed for 2 minutes ± 5 seconds. 
Neutralizing broth was enumerated using standard pour plating techniques. All plates for test and control fabrics 
were incubated for 48 ± 4 hours and all study controls were incubated for 48 ± 2 hours at 36±1°C. 

5. MRID 50440'5-06 "Evaluating Self-Sanitizing Fabric using the AATCC 100 Method against K. 
pneumoniae", by Elizabeth Richard. Study conducted at Microchem Laboratory. Study 
completion date-14 NOV 2017. Laboratory Project Number GLP1811. 

This study was conducted against Klebsiella pneumoniae (ATCC 4352). Three lots (C-1-12SEP2017A, 
C-2-12SEP2017A, and C-3-12SEP2017A) of "Treated Cotton Fabric", were tested according to Microchem 
Protocol P1979 (copy provided). Three carriers per lot per contact time were inoculated with 1 ml of 
microorganism culture, wrapped and incubated at 36±1°C for 30 min. 1 hour, 2 hours, 3 hours. 6 hours, and 24 
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hours. Upon completion of the contact time, carriers were harvested into twenty (20) ml of neutralizing broth (Dey 
Engley (O/E) broth). All tubes containing test or control fabric were vortex mixed for 2 minutes ± 5 seconds. 
Neutralizing broth was enumerated using standard pour plating techniques. All plates for test and control fabrics 
were incubated for 48 ± 4 hours and all study controls were incubated for 48 ± 2 hours at 36±1°C. 

6. MR.ID 504405-07 "Evaluating Self-Sanitizing Fabric using the AATCC 100 Method against K. 
pneumoniae", by Elizabeth Richard. Study conducted at Microchem Laboratory. Study 
completion date-14 NOV 2017. Laboratory Project Number GLP1812. 

This study was conducted against Klebsiel/a pneumoniae (ATCC 4352). Three lots (CP-1-1.2SEP2017A, 
CP-2-12SEP2017A, and CP-3-12SEP2017A) of "Treated Cotton/Poly Blend Fabric", were tested according to 
Microchem Protocol PP1993 (copy provided). Three carriers per lot per contact time were inoculated with 1 ml 
of microorganism culture, wrapped and incubated at 36±1°C for 30 min, 1 hour, 2 hours, 3 hours, 6 hours, 24 
hours, 48 hours, and 72 hours. Upon completion of the contact time, carriers were harvested into twenty (20) ml 
of neutralizing broth (Dey Engley (DIE) broth). All tubes containing test or control fabric were vortex mixed for 2 
minutes ± 5 seconds. Neutralizing broth was enumerated using standard pour plating techniques. All plates for 
test and control fabrics were incubated for 48 ± 4 hours and all study controls were incubated for 48 ± 2 hours 
at 36±1°C. 

7. MRID 504405-08 "Evaluating Self-Sanitizing Fabric using the AATCC 100 Method against K. 
pneumoniae", by Elizabeth Richard. Study conducted at Microchem Laboratory. Study 
completion date-14 NOV 2017. Laboratory Project Number GLP1815. 

This study was conducted against K/ebsiel/a pneumoniae (ATCC 4352). Three lots (M-1-11SEP2017A, 
M-2-11 SEP2017 A, and M-3-11 SEP2017 A) of "Treated Microfiber Fabric", were tested according to Microchem 
Protocol P2006 (copy provided). Three carriers per lot per contact time were inoculated with 1 ml of 
microorganism culture, wrapped and fncubated at 36±1°C for 30 min, 1 hour, 2 hours. 3 hours, 6 hours, and 24 
hours. Upon completion of the contact time, carriers were harvested into twenty (20) ml of neutralizing broth (Dey 
Engley (D/E) broth). All tubes containing test or control fabric were vortex mixed for 2 minutes ± 5 seconds. 
Neutralizing broth was enumerated using standard pour plating techniques. All plates for test and control fabrics 
were incubated for 48 ± 4 hours and all study controls were incubated for 48 ± 2 hours at 36±1°C. 

V. RESULTS 

% Reduction 
MRID Organism Lot # Controls 

2 48 72 30 
1 hr. 3 hrs. 6 hrs. 24 hrs. min. hrs. hrs. hrs. 

Treated Cotton Fabrics 
C- 1-

56.09 89.43 98.22 99.86 >99.99 >99.99 - -
Staphylococcu 12SEP2017A 

3.6x105 
50440 C-2-s aureus 1.03 X 65.90 75.99 99.16 99.54 >99.9 >99.99 - -5-03 

(ATCC 6538) 
12SEP2017A 1Q6 

C-3-
57.66 90.60 98.49 >99.9 >99.9 >99.99 - -12SEP2017A 

C-1-
32.56 38.61 99.77 >99.9 >99.99 >99.99 

99 999 - -12SEP2017A 5.25 X 9 
50440 

Klebsiella 
C-2- 105 >99.9 >99.99 >99.99 pneumoniae 32.09 69.24 99.68 - -5-06 12SEP2017A 1.09 X 9 9 999 (ATCC4352) 
C-3- 106 >99 .. 9 >99.99 >99.99 

0 45.32 99.68 - -12SEP2017A 9 99 999 
Treated Microfiber Fabrics 

50440 M-1-
4.5 X 105 61 .36 95.83 99.70 >99.9 >99.9 - - -

5.:05 11SEP2017A 
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% Reduction 
MRID Organism Lot# Controls 

30 
1 hr. 2 3 hrs. 6 hrs. 24 hrs. 

48 72 
min. hrs. hrs. hrs. 

Staphylococcu M-2- 4.33 X 
41 .59 97.45 99.56 99.51 11SEP2017A 105 >99.9 - - -

s aureus 
M-3-(ATCC 6538) 

11SEP2017A 72.04 91.79 99.49 >99.9 >99.9 - - -
M-1-

24.70 98.14 
>99. >99.9 >99.99 >99.99 

11SEP2017A 3.58 X 9 9 9 99 - -
Klebsiella 50440 

pneumoniae 
M-2- 105 >99. >99.9 >99.99 >99.99 

5-08 11SEP2017A 1.79 X 
54.65 97.23 

9 9 9 99 - -
(ATCC 4352) 

M-3- 105 >99. >99.9 >99.99 >99.99 
11SEP2017A 86.04 99.77 9 9 9 99 - -

Treated Cotton/Poly Blend Fabrics 
CP-1-

46.29 65.06 95.07 99.03 >99.99 >99.99 >99. >99. 
12SEP2017A 5.89 X 9 9999 9999 

50440 Staphylococcu 
CP-2- 105 >99.99 >99. >99. 

5--04 s aureus 
12SEP2017A 6.71 X 

53.33 98.44 99.87 99.18 >99.99 
(ATCC 6538) 

9 9999 9999 
CP-3- 105 >99.99 >99. >99. 

12SEP2017A 35.05 70.17 99.82 99,55 99.99 
9 9999 9999 

CP-1- >99.9 >99.99 >99.99 
>99. >99. 

12SEP2017A 40.10 66.92 99.88 
99 999 999 

9999 9999 
9 99 

Klebsiella 1.57 X >99. >99. 50440 CP-2- 106 >99. >99.9 >99.99 >99.99 
5-07 pneumoniae 

12SEP2017A 1.04 X 
37.87 96.39 

99 999 99 999 
9999 9999 

(ATCC 4352) 
106 9 99 

CP-3- >99. >99.9 >99.99 >99.99 
>99. >99. 

12SEP2017A 
50.25 92.48 

9 999 99 999 
9999 9999 

9 99 

VI. CONCLUSIONS 

Appllcatioh Data 

MRIO# Claim Surface Method(s) Contact Time Soll DIiuent Organism(s) 
support 

Type and load label 
DIiution claims? 

Residual 0.0000310 

Bacterial 
ration for 23-minule rinse • Staphylococcus 

504405-
Reduction Laundered polyester, cycle with 2-

200ppm 
aureus (A TCC 

02 - Dned 0.0000155 minute soaking 6538) 
504405- tor Post Fabrics/Te for cotton. time; and 55- No 'hard tap 

• Klebsie/Ja 
No 

Laundry water 
08 Contaminat xtiles and minute drying pneumonlae 

ions 0.0000207 time (ATCC 4352) 
for blend 

VII. LABEL 

Proposed label dated November 17, 2017 

1. The proposed label claims that the product, Silva Clean (EPA Reg. No. 90335- 1 ), provides ongoing residual 
self-sanitizing activity against Staphylococcus aureus and K/ebsiel/a pneumoniae on cotton , cotton/polyester 
blend and microfiber materials until the next laundering event. These claims are not acceptable as they are 
not supported by the submitted data. 

Page 5 of 6 
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All claims for residual self-sanitizing activity should be removed. The following provide rationale as to why these 
claims are not acceptable: 

To make label claims as a "Sanitizer" a product should demonstrate a 3-log reduction at a contact time 
ss minutes. 

o A 3-log reduction was not achieved for any of the fabric types at a 30~minute contact time 
Claims for "ongoing" are synonymous with continuous and testing to support these claims should include 
re-inoculation steps. 

2. The applicant must make the following changes to the proposed label, as appropriate: 

Remove all claims and associated directions for use as a "residual self-sanitizer" 
Remove all claims for "self-sanitizing" and any mention of specific microorganisms (e.g. 
Staphylococcus aereus and Klebsiel/a pneumoniae) . 
Remove the optional marketing claims for healthcare and sports 

Page 6 of 6 
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AGENDA 

Applied Silver, Inc. 
U.S. Environmental Protection Agency 

MEETING 

April 12, 2018 
11 :00 a.m. (EDT) 

Arlington, VA 

1.0 Welcome and Introductions (2 minutes) 

2.0 Presentation ( 15 minutes) 

2. 1 Overview of SilvaClean® and Pending Registration Amendment 
2.2 Summary of Supplemental Information from Public Health Industry Leaders 
2.3 Claims Supported by Extant Data 

3.0 Discussion (40 minutes) 

4.0 Next Steps (3 minutes) 

5.0 Adjourn 

101433 0111 I 111 100238472 DOCX3l 
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Placentia-Linda 
April 4, 2018 

HOSPITAL I 

Kay Montague, Ph.D. 
Aeling Branch Cl11ef, RegulaLory Management Br.mch I 
U.S. Environmental Protc::ction Agency 
Olticc of Pesticide Programs 
Antimicrobials Division (Mail code 75 1 OP) 
1200 Pennsylvania Ave. NW 
Washington, DC 20460 

Re· SilvaClean-'' Application 

Dear Dr. Montague: 

My name is Valerie LaJ..'laSh. and I serve as Director of Facility Services for Placentia-Linda Hospital. I am wnting to 
suppon a favorable review of the pending application with the U.S. Environmental Protection Agency (EPA) submincd by Applied Silver 
Inc. (ASI) to add public health claims to the labeling of its JJ1timicrobial product, SilvaCleru,1". 

I have worked in positions responsible for patient satisfaction and facility services tor 16 years and have seen much 
progress over lhat rime in reducing Healthcare Associated Infections (HAI) through programs that involve. :imong nther things: improved 
pauent care practices; more rigorous hygiene practices by medic11I and non-medical stafT: and the systematic use of steril izer~. disinfectants. 
and sanrti:tcrs that are effective in reducing pathogen levels on objects and materials that will co111ac1 p11tients. 

Despite better Infection Control programs, HAis continue ro be a conslJJlt challenge and serious problem for hospimls, 
and orhcr medical care facilities. One of the most significant learnings in this field is the imporumcc of properly using all available tools to 
conrrol pathogens and to minimize the trdnsmission or infections from patient to patient Among other things, this means addressing all 
possible pathogen re.servoirs and pathways by which patients might become infected. C11rremly, there are readily available tools ro deal 
with pathogens possibly present on medical instruments and hard surfaces. bu1 we Jack cost-clTcctiw ways lO deal with the pot~ntial for 
cros~-containination originating from pathogen loads in linens or other types oftexliles (e.g., gowns. scrubs. hospital curtains. and related 
items). Controlling pathogens in these ·'soft'' substrates could presem real benefits for medical care. 

I am familiar with and wry encoumged by the research conducted by Stanford Univer.;ity using SilvaClcan " Reductit)n 
in bacterial comamination ofhospit:tl textiles by 11 novel silver-based laundry 1Tea011ent," AJIC.20 16 Dec I~ 44( 12): l 705-1708. This study 
deployed linens - some treated with SilvaClcan and some without - in a hospital. and then measured the levels of different pathogens on 
the linens following patient use. TI1e resulting data indicated thm pathogen levels on hospital linens that had been treated with SilvaCleait 
wen: significantly lower U1an the levels of' tJ1ese pathogens on linens without the Lrcatme111. I think that a product l ike SilvaClem1 could be• 
shown to make a valuable difference. 

To my knowledge, SilvaClean is the first product of its kind, and it appears 10 offer the promise of addressing pathogen~ 
in textile products in a unique and very cost--elfcc1ive way. SilvaClcan i~ an efficicn1 and economical technology th!lt would fit ea~ily 1mo 
aiiy hospital's rounnes. I f it reduces p:ithogen levels, I expect it would be a valuable addition to my lnfec11on Control program. 1 wmild 
hope other Infection Conu-ol professionals would also adopl it 

Conse411ently. I encourage EPA to evaluate and approve this product in a timely manner. if you find that its use is safe 
for patients and it otherwise mcctS the Agency's requirement~. Thank you. 

cc: Ms. A1111a Pease (via e-mail) 
Mr Zeno Rain (via e-mail) 

Sincere!,>. 

' 
Valerie LaJ..'tash. MBA, C HFM, CLSS-1 IC. rEPSS-HC 

Placentia-Linda Hospital 
1301 N Rose Drive, Placentia. CA 92870 
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CAL POLY 
N t \ ~I.., 

April 4, 2018 

Via E-mai l 

Kay Montague, Ph.D. 
Acting Branch Chief, Regulatory Management Branch I 
U.S. Environmental Protection Agency 
Office of Pesticide Programs 
Antimicrobials Division (Mail code 751 OP) 
1200 Pennsylvania Ave. NW 
Washington, DC 20460 

Re: SilvaClean® Application 

Dear Dr. Montague: 

My name is Dr. Leopold Selker and I serve as a Research Scholar in Residence at 
Cal Poly. 1 am writing today lo support a favor-able revie\: of the pending application with the 
U.S. Environmental Protection Agency (EPA) submitted by Applied Silver Inc. (ASl) to add 
public health claims lo the labeling of its antimicrobial product. Si lvaCleanilll. As former 
President of the North Shore University Health System Research Institute and a former Scholar in 
Residence at the Institute of Medicine-National Academy of Sciences, I fee l very comfortable 
commenting on this application. 

I have worked in positions responsible fo r oversight or Infection Control research 
for 16 years and have seen much progress over that time in reducing Hospital Acquired 
Infections (HAI) through programs that involve, among other things: improved patient care 
practices; more rigorous hygiene practices by medical and non-medical staff; and the systematic 
use of steril izers, disinfectants, and sanitizers that are effective in reducing pathogen levels on 
objects and materials that will contact patients. 

Despite better Infection Control programs, HAls continue to be a constant 
challenge and serious problem for hospitals, nursing homes, and other medical care fac ilities. 
One of the most significant learnings in this field is the importance of properly using a ll ava ilable 
tools to control pathogens and to minimize the transmission of infections from patient to patient. 
Among other things, this means addressing all possible pathogen reservoirs and pathways by 
which patients might become infected. Currently. there are readily available tools to deal with 
pathogens possibly present on medical instruments and hard surfaces, but we lack cost-eiTective 
ways to deal with the potential fo r cross-contamination originating from pathogen loads in linens 

Cal,forn,a Polytc,chn,c St,110 University I San Luis Obispo I CA I 9340/-0201 
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or other types of textiles (e.g. , gowns, scrubs, hospital curtains, and related items). Controlling 
pathogens in these ·'soft" substrates could present real benefits fo r medical care. 

I am familiar with and encouraged by the research conducted by Stanford 
University using SilvaClean. ''Reduction in bacterial contamination of hospital textiles by a 
novel silver-based laundry treatment," AJJC, 2016 Dec 1; 44( 12): 1705- 1708. This study 
deployed linens -- some treated with SilvaClean and some without -- in a hospital and then 
measured the levels of different pathogens on the linens fo llowing patient use. The resulting data 
indicated that pathogen levels on hospital linens that had been treated with SilvaClean were 
significantly lower than the levels of these pathogens on linens without the treatment. While I 
cannot quantify how much HAI incidence would be impacted by reduced pathogen levels in 
hospital linens, L think that a product like SilvaClean could be shown to make a valuable 
difTerence. 

To my knowledge, SilvaClean is the first product of its kind, and it appears to 
offer the promise of addressing pathogens in textile products in a unique and cost-efleetive way. 
Si lvaClean is an efficient and economical technology that would fit easi ly into any hospital ' s 
routines. If it reduces pathogen levels, I expect it would be a valuable addition to any Infection 
Control program. Based upon the research record to date. I would expect Infection Control 
professionals to support its widespread adoption. 

Consequently, I encourage EPA to evaluate and approve this product with all 
possible dispatch, if you also find that its use is safe for patients and it otllerwisc meets the 
Agency's requirements. Thank you. 

Sincerely, 

Leopold G. Selker, Ph.D., MBA 
Research Scholar in Residence 
Cal Poly 
San Luis Obispo, CA 93407 
Tele: 805-254-0206 
lselker@calpoly.edu 

cc: Ms. Anita Pease (via e-mail) 
Mr. Zeno Bain (via e-mai l) 

California Polytcchn,c State University I San Lu,s Oo,spo I CA I 93407 0201 
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m la n I ord u,h,q,aus D,~easl:~ 
'¥ ME O ICINF. .,, . ... 

April 41
\ 2018 

Via E-mail 

Kay Montague. Ph.D. 
Acting Branch Chief, Regulatory Management Branch I 
U.S. Envi ronmental Protection Agency 
Office of Pestic ide Programs 
Antimicrobials Division (Mail code 751 OP) 
1200 Pennsylvania Ave. NW 
Washington. DC 20460 

Re: SilvaClean® Application 

Dear Dr. Montague: 

My name is Or. John Openshaw and I am an infectious disease physician in the Department of 
Medicine at Stanford University. The primary areas of my research focus have been hospital 
epidemiology and global health. 

In this capacity, J am also a faculty fellow at the Center for Innovation in Global Health at the 
Stanford University School of Medicine. I also practice clinical infec1ious diseases at Stanford 
Hospital, the Palo /\Ito Veterans Affairs Hospital, and San Mateo Medical Center. 

I am writing to support a favorable review of the pending application with the U.S. Environmental 
Protection Agency (EPA) submitted by Applied Silver Inc. (ASI) to add public health c laims to 
the labeling of its antimicrobial product, SilvaClean®. 

As an infectious disease physician, I have seen progress in reducing Hospital Acquired Infections 
(HA I) through proE,•rnms that involve more rigorous hygiene practices by medical and non-medical 
staff and the systematic use of sterilizers, disinfect-ants, and sanitizers that are effective in reducing 
pathogen burden on objects and materials that will. contact patients. 

Despite better Infection Control programs. HAis continue to be a challenge and serious problem 
for hospitals, nursing homes, and other medical care facilities. 

To combat this challenge. we must use a ll available tools to control pathogens in healthcare 
settings. This means addressing key pathogen reservoirs and pathways by which patients might 
become infected. Currently. there are readily available tools to deal with pathogens present on 
medical instruments and hard surfaces. but we lack good ways 10 deal wirh the potential pathogen 
loads on linens and other types of textiles (e.g., gowns, scrubs, and hospital curta ins). 
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fD ScdntorJ il1ft!Cl!OU5 Olsei)ses 
~ M I D I C I N E .,, 

I co llaborated with Applied Silver on research conducted us ing SilvaC lean. The results of this 
research, which I was involved in authoring, were published in the American Journal of lnfectjon 
Control and also presented at The Society of Healthcare Epidemiology of America conference (see 
here for publ ication: --Reduction in bacteria l comamination of hospital textiles by a novel s il ver
based laundry treatment," AJJC, 20 16 Dec I; 44( 12): 1705-1708 ). 

Our study deployed linens -- some treated with SilvaClean and some without -- in several hospita ls 
and then measured the levels of pathogens on the linens fo llowing patient use. T he analysis 
indicated that pathogen burdens on hospital linens that had been treated with SilvaClean were 
signi ficantly lower than the levels of these pathogens on linens without the treatment. 

Whi le I cannot q t1antify how much HAI inc idence would be impacted by reduced pathogen levels 
in hospital linens, I think that a product like SilvaClean could be shown to make a valuable 
difference. 

To my knowledge, SilvaClean is the first product of its kind, and it appears to offer the promise of 
addressing pathogens in textile products in a unique way. Si lvaClean is an efficrent technology 
that would fit easil y into many hospitals' routines. 1f it reduces pathogen levels and this reduction 
leads to fewer HA is, I expect it would be a valuable addition to hospita l infection control programs. 

Consequently, I encourage EPA to evaluate and approve this product in a timely manner if you 
find that its use is safe for patients and it otherwise meets the Agency's requirements. 

cc: Ms. Anita Pease (via e-mail) 
Mr. Zeno Bain (via e~mai l) 

Sincerely. 

John Openshaw, M.D. 

2 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY WASHINGTON, 
DC 20460 

March 07, 2018 

OFFICE Of' CHEMICAL SAFETY 
AND POLLUTION 

PREVENTION 

MEMORANDUM 

Subject : 

From: 

Thru: 

Efficacy Review for SilvaClean, EPA Reg. No. 90335-1; DP Barcode: 0 444670; Submission # : 
1012169; E-Sub # 24426. 

Ibrahim Laniyan, Ph.D. 
Microbiologist 
Product Science Branch 
Antimicrobials Division (7510P) 

Kristen Willis, Ph.D. 
Acting Efficacy Team Leader 
Product Science Branch 
Antimicrobials Division (7510P) 

To: Zeno Bain, PM33 / Aline Heffernan 
Regulatory Management Branch I 
Antimicrobials Division (7510P) 

Applicant: Applied Silver, Inc. 
26254 Eden Landing Road 
Hayward, CA 94545 

Formulation from the Label: 

Active Ingredients % by wt. 
Silver ..... ·-· ........................... . ... ..... . ... ..... .. . .......... ............... 22.5 % 

Other Ingredients: ..... ...................................................... .. .. ........... 77.5 % 
Total ..................................................................... ........................... 100.0 % 

Page 1 of 6 
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I. BACKGROUND 

Product Description (as packaged, as applied): Liquid concentrate 

Submission type: Label amendment 

Currently registered efficacy claim(s): application to textiles after each laundering to protect fibers against 
stain- and odor-causing bacteria , mold. and mildew. 

Requested action(s): Add residual self-sanitizing laundry additive claim 

Documents considered in this review: 

II. 

• 
• 
• 
• 
• 
• 

• 

Letter from applicant to EPA dated November 17, 2017 
Application for Pesticide (EPA form 8570-1} dated November 17, 2017 
Certification with Respect to Citation of 1ata (EPA Forrn 8570-34) dated November 17, 2017 
Data Matrix (EPA Form 8570-35) dated November 17, 2017 
7 efficacy studies (MRID 504405-02-504405-08) 
1 additional MRID dated 01/23/2018 with supplemental information to address the technical screen 
(MRID 550504501 ) 
Proposed label dated November 17, 2017 

PROPOSED DIRECTIONS FOR USE 

For ongoing residual self-sanitizing activity against Klebsiella pneumoniae, and Staphylococcus aureus, on cotton, 
cotton/polyester blends, and microfiber fabrics and for preservation against stain- and odor causing bacteria, mold 
and mildew use as directed. 

SilvaClean® is a concentrate that must be diluted with distilled or deionized water before use. 

Ongoing residual self-sanitizing: Dilute the following volumes of SilvaClean® concentrate volumes per 100 lbs of 
selected fabric type into 500 or 1000 ml distilled or deionized water and dose as part of the final rinse step in the 
laundry process to achieve residual self-sanitization: 

• 0.024 oz per 100 lbs cotton 
• 0.032 oz per 100 lbs cotton/poly blend 
• 0.048 oz per 100 lbs microfiber 

Add the diluted solution into the final rinse cycle of a laundry process. Allow to soak with fabric at least 
2 minutes. 

Ill. STUDY SUMMARIES 

1. MRID 504405-02 "Treating Fabric with Self-Sanitizing Laundry Test Solution" for Test Solution, 
by Sean Elizabeth Richard. Study conducted at Microchem Laboratory. Study completion date -
14 NOV 2017. Laboratory Project Number GLP1777. 

This study was conducted to treat three fabric types. Microfiber (100% Polyester, lot: 286-E), Cotton 
(100%, lot: 286-A}, and Cotton/Poly Blend (55% Cotton, 45% Polyester, lot: 286-8). with "Test Solution" (lots· 
170821-1, 170821-2, and 170821-3) during laundry, according to Microchem Laboratory protocol P1937 (copy 
provided). The product, adjusted to the LCL concentration, was diluted to 0.0000310 ration in 200ppm hard tap 

Page 2 of 6 
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water for polyester, 0.0000155 for cotton, and 0.0000207 for blend. Product was applied during 23-minute rinse 
cycle with 2-minute soaking time; and 55-minute drying time. 
Treated fabrics were assigned the following lot numbers: 

Treated Microfiber Fabric: M-1-11SEP2017A, M-2-11SEP2017A, and M-3-11 SEP2017A 
Treated Cotton Fabric: C-1-12SEP2017A, C-2-12SEP2017A, and C-3-12SEP2017A 
Treated Cotton/Poly Blend Fabric: CP-1-12SEP2017A, CP-2-12SEP2017A, and CP-3-12SEP2017A 

2. MRID 504405-03 .,Evaluating Self-Sanitizing Fabric using the AATCC 100 Method against S. 
aureus", by Elizabeth Richard. Study conducted at Microchem Laboratory. Study completion date 
-14 NOV 2017. Laboratory Project Number GLP1810. 

This study was conducted against Staphylococcus aureus (ATCC 6538). Three lots (C-1-12SEP2017 A, 
C-2-12SEP2017 A, and C-3-12SEP2017 A) of "Treated Cotton Fabric", were tested according to Microchem 
Protocol P1938 (copy provided). Three carriers per lot per contact time were inoculated with 1 ml of 
microorganism culture, wrapped and incubated at 36±1°C for 30 min, 1 hour, 2 hours, 3 hours, 6 hours, and 24 
hours. Upon completion of the contact time, carriers were harvested into twenty (20) ml of neutralizing broth (Dey 
Engley (DIE) broth). All tubes containing test or control fabric were vortex mixed for 2 minutes ± 5 seconds. 
Neutralizing broth was enumerated using standard pour plating techniques. All plates for test and control fabrics 
were incubated for 48 ± 4 hours and all study controls were incubated for 48 ± 2 hours at 36±1°C. 

3. MRID 504405-04 "Evaluating Self-Sanitizing Fabric using the AATCC 100 Method against S. 
aureus", by Elizabeth Richard. Study conducted at Microchem Laboratory. Study completion date 
- 14 NOV 2017. Laboratory Project Number GLP1813. 

This study was conducted against Staphylococcus aureus (ATCC 6538). Three lots (CP-1-12SEP2017 A, 
CP-2-12SEP2017A, and CP-3-12SEP2017A) of "Treated Cotton/Poly Blend Fabric", were tested according to 
Microchem Protocol PP1994 (copy provided). Three carriers per lot per contact time were inoculated with 1 ml 
of microorganism culture, wrapped and incubated at 36±1°C for 30 min, 1 hour, 2 hours, 3 hours. 6 hours, 24 
hours, 48 hours, and 72 hours. Upon completion of the contact time, carriers were harvested into twenty (20) ml 
of neutralizing broth (Dey Engley (D/E) broth) . All tubes containing test or control fabric were vortex mixed for 2 
minutes ± 5 seconds. Neutralizing broth was enumerated using standard pour plating techniques. All plates for 
test and control fabrics were incubated for 48 ± 4 hours and all study controls were incubated for 48 ± 2 hours 
at 36±1°C. 

4. MRID 504405-05 "Evaluating Self-Sanitizing Fabric using the AATCC 100 Method against S. 
aureus", by Elizabeth Richard. Study conducted at Microchem Laboratory. Study completion date 
- 14 NOV 2017. Laboratory Project Number GLP1814. 

This study was conducted against Staphylococcus aureus (ATCC 6538). Three lots (M-1-11 SEP2017A, 
M-2-11 SEP2017A, and M-3-1 1 SEP2017A) of 'Treated Microfiber Fabric'', were tested according to Microchem 
Protocol P2005 (copy provided). Three carriers per lot per contact time were inoculated with 1 ml of 
microorganism culture, wrapped and incubated at 36±1°C for 30 min, 1 hour, 2 hours, 3 hours, 6 hours, and 24 
hours. Upon completion of the contact time, carriers were harvested into twenty (20) ml of neutralizing broth (Dey 
Engley (O/E) broth). All tubes containing test or control fabric were vortex mixed for 2 minutes ± 5 seconds. 
Neutralizing broth was enumerated using standard pour plating techniques. All plates for test and control fabrics 
were incubated for 48 ± 4 hours and all study controls were incubated for 48 ± 2 hours at 36±1°C. 

5. MRID 504405-06 "Evaluating Self-Sanitizing Fabric using the AATCC 100 Method against K. 
pneumoniae", by Elizabeth Richard. Study conducted at Microchem Laboratory. Study 
completion date - 14 NOV 2017. Laboratory Project Number GLP1811. 

This study was conducted against K/ebsiel/a pneumoniae (ATCC 4352). Three lots {C-1-12SEP2017A, 
C-2-12SEP2017A, and C-3-12SEP2017A) of "Treated Cotton Fabric", were tested according to Microchem 
Protocol P1979 (copy provided). Three carriers per lot per contact time were inoculated with 1 ml of 
microorganism culture, wrapped and incubated at 36±1°C for 30 min. 1 hour, 2 hours, 3 hours, 6 hours. and 24 
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hours. Upon completion of the contact time, carriers were harvested into twenty (20) ml of neutralizing broth (Dey 
Engley (DIE} broth). All tubes containing test or control fabric were vortex mixed for 2 minutes ± 5 seconds. 
Neutralizing broth was enumerated using standard pour plating techniques. All plates for test and control fabrics 
were incubated for 48 ± 4 hours and all study controls were incubated for 48 ± 2 hours at 36±1°C. 

6. MRID 504405-07 "Evaluating Self-Sanitizing Fabric using the AATCC 100 Method against K. 
pneumoniae", by Elizabeth Richard. Study conducted at Microchem Laboratory. Study 
completion date-14 NOV 2017. Laboratory Project Number GLP1812. 

This study was conducted against Klebsiel/a pneumoniae (ATCC 4352). Three lots (CP-1-12SEP2017A, 
CP-2-12SEP2017A, and CP-3-12SEP2017A) of "Treated Cotton/Poly Blend Fabric", were tested according to 
Microchem Protocol PP1993 (copy provided). Three carriers per lot per contact time were inoculated with 1 ml 
of microorganism culture, wrapped and incubated at 36±1°C for 30 min, 1 hour, 2 hours, 3 hours, 6 hours, 24 
hours, 48 hours, and 72 hours. Upon completion of the contact time, carriers were harvested into twenty (20) ml 
of neutralizing broth (Dey Engley (DIE) broth). All tubes containing test or control fabric were vortex mixed for 2 
minutes ± 5 seconds. Neutralizing broth was enumerated using standard pour plating techniques. All plates for 
test and control fabrics were incubated for 48 ± 4 hours and all study controls were incubated for 48 ± 2 hours 
at 36±1°C. 

7. MRID 504405-08 "Evaluating Self-Sanitizing Fabric using the AATCC 100 Method against K. 
pneumoniae", by Elizabeth Richard. Study conducted at Microchem Laboratory. Study 
completion date -14 NOV 2017. laboratory Project Number GLP1815. 

This study was conducted against Klebsiella pneumoniae (ATCC 4352). Three lots (M-1-11 SEP2017 A, 
M-2-11 SEP2017 A, and M-3-11 SEP2017 A) of "Treated Microfiber Fabric", were tested according to Microchem 
Protocol P2006 (copy provided). Three carriers per lot per contact time were inoculated with 1 ml of 
microorganism culture, wrapped and incubated at 36±1°C for 30 min, 1 hour, 2 hours, 3 hours, 6 hours, and 24 
hours. Upon completion of the contact time, carriers were harvested into twenty (20) ml of neutralizing broth (Dey 
Engley (DIE) broth). All tubes containing test or control fabric were vortex mixed for 2 minutes ± 5 seconds. 
Neutralizing broth was enumerated using standard pour plating techniques. All plates for test and control fabrics 
were incubated for 48 ± 4 hours and all study controls were incubated for 48 ± 2 hours at 36±1°C. 

V. RESULTS 

¾ Reduction 
MRID Organism Lot# Controls 

30 2 48 72 
min. 

1 hr. hrs. 3 hrs. 6 hrs. 24 hrs. hrs. hrs. 

Treated Cotton Fabrics 
C-1-

56.09 89.43 98.22 99.86 >99.99 >99.99 - -
Staphylococcu 

12SEP2017A 
3,6x105 

50440 C-2-s aureus 1.03 X 65.90 75.99 99.16 99.54 >99.9 >99.99 - -
5-03 

(ATCC 6538) 12SEP2017A 106 

C-3-
57.66 90.60 98.49 >99.9 >99.9 >99.99 - -

12SEP2017A 
C-1- 32.56 38.61 99.77 

>99.9 >99.99 >99.99 
99 999 - -

12SEP2017A 5.25 X 9 
50440 Klebsiella C-2- 105 >99.9 >99.99 >99.99 

pneumoniae 32.09 69.24 99.68 - -
5-06 12SEP2017A 1.09 X 9 9 999 

(ATCC 4352) 
C-3- 106 >99.9 >99.99 >99.99 

0 45.32 99.68 - -
12SEP2017A 9 99 999 

Treated Microfiber Fabrics 
50440 M-1-

4.5 X 105 61.36 95.83 99.70 >99.9 >99.9 - - -
5-05 11SEP2017A 

Page 4 of 6 
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% Reduction 
MRIO Organism Lot# Controls 

30 
1 hr. 

.2 
3 hrs. 6 hrs. 24 hrs. 

48 72 
min. hrs. hrs. hrs. 

Staphy/ococcu M-2- 4.33 X 41 .59 97.45 99.56 99.51 >99.9 11SEP2017A 105 - - -
s aureus 

M-3-(ATCC 6538) 
11SEP2017A 72.04 91.79 99.49 >99.9 >99.9 - - -

M-1-
24.70 98.14 >99. >99.9 >99.99 >99.99 

11SEP2017A 3.58x 9 9 9 99 - -
50440 Klebsiella 

M-2- 105 >99. >99.9 >99.99 >99.99 
5-08 pneumoniae 

11SEP2017A 1.79 X 
54.65 97.23 

9 9 9 99 - -
(ATCC 4352) 

M-3- 105 >99. >99.9 >99.99 >99.99 
11SEP2017A 86.04 99.77 

9 9 9 99 
- -

Treated Cotton/Poly Blend Fabrics 
CP-1-

46.29 65.06 95.07 99.03 >99.99 >99.99 >99. >99. 
12SEP2017A 5.89x 9 9999 9999 

50440 Staphylococcu 
CP-2- 106 >99.99 >99. >99. 

5-04 s aureus 
12SEP2017A 6.71 X 

53.33 98.44 99.87 99.18 >99.99 
9 9999 9999 (ATCC 6538) 

CP-3- 105 >99.99 >99. >99. 
12SEP2017A 35.05 70.17 99.82 99.55 99.99 

9 9999 9999 

CP-1- >99.9 >99.99 >99.99 
>99. >99. 

40.10 66.92 99.88 9999 9999 
12SEP2017A 99 999 999 9 99 

Klebsiel/a 1.57 X >99. >99. 50440 
pneumoniae CP-2- 106 

37.87 96.39 
>99. >99.9 >99,99 >99.99 9999 9999 5-07 12SEP2017A 1.04 X 99 999 99 999 (ATCC 4352) 9 99 

106 
>99. >99. 

CP-3- >99. >99.9 >99.99 >99.99 
12SEP2017A 50.25 92.48 

9 999 99 999 
9999 9999 

9 99 

VI. CONCLUSIONS 

Application Data 

MRID # Claim Surface Method(s) 
Contact Time 

Soil 
Diluent Organism(s) 

support 
Type and load label 

Dilution claims? 

Residual 0.0000310 
ration for 23-minute rinse • Staphylococcus 

504405-
Bacterial 

Laundered polyester. cycle with 2- aureus (ATCC 
02 - Reduction Dried 0.0000155 minute soaking 200ppm 6538) 

504405- for Post 
Fabricsrre for cotton, time: and 55-

No hard tap 
• Klebsiella Laundry water 08 

Contaminat 
xtiles and minute drying pneumoniae 

ions 0.0000207 time (ATCC 4352) 
for blend 

VII. LABEL 

Proposed Label dated November 17, 2017 

1. The proposed label claims that the product, SilvaClean (EPA Reg. No. 90335-1), provides ongoing residual 
self-sanitizing activity against Staphylococcus aureus and K/ebsiella pneumoniae on cotton, cotton/polyester 
blend and microfiber materials until the next laundering event. These claims are not acceptable as they are 
not supported by the submitted data. 

Page 5 of 6 
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All claims for residual self-sanitizing activity should be removed. The following provide rationale as to why these 
claims are not acceptable: 

- To make label claims as a "Sanitizer" a product should demonstrate a 3-log reduction at a contact time 
:S5 minutes. 

o A 3-log reduction was not achieved for any of the fabric types at a 30-minute contact time 
Claims for "ongoing'' are synonymous with continuous and testing to support these claims should include 
re-inoculation steps. 

2. The applicant must make the following changes to the proposed label, as appropriate: 

Remove all claims and associated directions for use as a "residual self-sanitizer" 
Remove all claims for "self-sanitizing" and any mention of specific microorganisms (e.g. 
Staphylococcus aereus and Klebsiella pneumoniae). 
Remove the optional marketing claims for healthcare and sports 

Page 6 of 6 
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Please read mstruct,ons on reverse before comp,elinq form. Form Anr roved 0MB No 2070-0060. 

□ Registration OPP Identifier Number 

&EPA 
United States 

Environmental Protection Agency □ Amendment 
W ashington , DC 20460 

~ Other 

Application for Pesticide - Section I 
1 Company/Product Number 2 EPA Product Manager 3 Proposed Classification 

90335-1 Zeno Bain 

4. Company/Product (Name) PM# ONone 0 Restricted 

Applied Silver. Inc. / SilvaClean 33 

5 Name and Address of Applicant (Include Zip Code) 6 Expedited Review. In accordance with FIFRA Section 3(c)(3)(b)(1), my 

Applied Silver, Inc . 
product 1s similar or identical in composition and labeling to . 

26254 Eden Landing Road EPA Reg. No. 
Hayward. CA 94545 

□ Check if this is a new address Product Name 

Section - II 

□ Amendment - Explain below □ 
Final printed labels in response to 
Agency letter dated 

D Resubmission in response to Agency letter dated D "Me Too" Application. 

□ Notification - Explain below. 181 Other - Explain below. 

Explanation: Use additional page(s) if necessary. (For Section I and Section II) 

In response to the deficiencies listed in EPA's Technical Screen Failure letter received on January 17. 2018, enclosed is a volume that 
supplements inform ation for GLP study, MRID 50440502. 

Section - 111 
1. Material This Product Will Be Packaged In : 
Child-Resistant Packagmg Unit Packaging Water Soluble Packaging 2. Type of Container 

□ Yes· □ Yes □ Yes □ Metal 

~ No IZI NO [8l No ~ Plastic 

* Certification must be If "Yes· No. per If "Yes" No. per □ Glass 

submitted 
Unit Packaging wgt. container Package wgt container □ Paper 

l □ Other (Specify) 

3 Location of Net Contents Information 4. Size(s) Retail Container 5. Location of Label Directions 

~ Label □ Container 
~ O n Label 

D On Labeling accompanying product 

6 . Manner in Which Label is Affixed to Product □ Lithograph □ Other 

[8l Paper glued 

□ Stenciled 

Section - IV 
1. Contact Point (Complete items directly below for identification of individual to be contacted. if necessary, to orocess this annlication J 
Name Title Telephone No. (Include Area Code) 

Sheryl Lindros Dolan Agent (202) 266-5031 ; 
sdolan1 'i)actaarouo.com 

Certification 6. Date Application Recei11ed 

1 cenify that the statements I ha11e made on this form and all attachments thereto are true. accurate and complete. 
I acknowledge that any knowingly false or misleading statement may be punishable by fine or 1mpnsonment or (Stamped) 
both under aoolicable law 

2. Signature 
3. Title 

' 
( 11 

o.J·--
Director of Regulatory Affa irs 

4 Typed Name 5. Date 

William Morris January 23. 2018 

EPA Form 8570-1 (Rev 8-94) Pre11,ous editions are obsolete. 
. . 

White - EPA File Copy (or1gmal) Yellow - Applicant Copy 

iHI-IJJ.001 / II I I 1)02.l 12/lR IXX.' 2 I 
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~ Appli~d 
olJoS1lver 

Mr. Zeno Bain 
Antimicrobials Division (751 OP) 
Office o f Pesticide Programs 
U.S. Environmental Protection Agency 

One Potomac Yard 751 OP 
2777 S. Crystal Drive 
Arlington, VA 22202 

January 23.2018 

Re: Response to Technical Screen Deficiency Letter, Decision Number 536 139 

Dear Mr. Bain: 

ln response to the U.S. Environmental Protection Agency's (EPA) January 17. 
20 18. letter. Applied Silver, Inc. (ASI) is pleased to submit the accompanying in fonm1lion that 
supplements the recently submitted Good Laboratory Practice (GLP) study, Treuti11J< Fabric with 
Scl(-Saniti::in~ l.aundry Test Solution, MRID 50440502. in response to the issues that EPA 
oulline<l in its letter. This information is submitted in support of /\Si's pending amendment 
application for its registered product, SilvaClean'k'. EPA Reg. No. 90335-1. 

Included with this letter are the fo llowing documents: 

■ Transmittal Document: 

■ EPA Form 8570- 1: and 

■ Volume l : Supplemental ln.fhrmation ConcerninK /\I/R ID No. 504./0501. 

With this submission, ASI responds to al l the issues that EPA raised in its January 
17. 201 8. letter. 

If there are any questions or commenls regarding this submission. please conlacl 
Sheryl Lindros Dolan. The Acta Group, at (202) 266-5031 or sdolan(a 1,actngroup.co111. 

Attachments 
: Ol4JJ.001 / 11 1 I 0023 IJ 4.l.lXl<."X :? l 

Applied Silver Inc. 
26254 Eden Landing Road 
Hayward, CA 94545 
888-939-4747 

Sincerely, 

U-
William Morris 
Director of Regulatory Affairs 
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Name and Addn.:ss of Submitter: 

Applied Silver, lnc. 
26254 Eden Landing Road 
Hayward, CA 94545 

Transmittal Document 

Company No.: 
Contact Person: 
T itle: 
Telephone: 
E-Mail: 

MRJD No. 50504500 

90335 
William Morri s 
Di rector of Regulatory /\ ffa i rs 
I (888) 939 4747 x 149 
bill@Jappliedsilver.com 

Individual to be contacted. if necessary. to process this application: 

T he Acta Group. L.L.C. 
2200 Pennsylvania Avenue. N. W. 
Suite I OOW 
Washington. D.C. 2003 7-1701 

Contact Person: 
Telephone: 
fax: 
C-Mail: 

Sheryl Lindros Dolan 
(202) 266-503 l 
(202) 557-3836 
:-J o lan//1h1ctagroup.clll11 

Regulatory Actions: Pursuant to a Preliminai·y Technical Screen Deficiency letter dated .January 
l 7. 2018. Decision o. 536 I 39, Appl ied Silver, Inc. (ASI) is submit1ing supplemen ta l 
information for a previously-submitted GLP study. MRID 50440502, in response to questions 
from EPA. 

Transmittal Date: January 23,2018 

List of Submitted Studies: 

Vol. Guideline No. Study Report Title MRID No. 

Supplemental !,?formation Concerning 
I IA MRID No. 5()././0502, Report No. 50504501 

1433.001-02, January 23.2018. 11 p. 
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ITE ST A f ~ ENVtRONIVIFNT 

William Morris 
Director 
Regulatory Affairs 
Applied Silver. Inc. 
26254 Eden Landing Road 
Heyward, CA 94545 

'i/1 A ◄ IM ~ 

January 17, 2018 

Subject: Technical Screen Failure 
Product Name: SilvaClean 
EPA Registration Number: 90335-1 
Application Date: I 1/ 17/2017 
Decis ion Number: 536139 

Dear Mr. Morris: 

The U.S. Environmental Protection Agency (Agency or EPA) has comple ted its preliminary 
technical screening of your application pursuant to Section 33(1)(4)(B)(i)( 11) of the Federal 
Insecticide, Fungic ide, and Rodenticide Act (FIFRA), as amended by the Pesticide Registration 
Improvement Extension Act (PRIA 3). The EPA has determined that your application has not 
passed the preliminary technical screening and therefore is subject to rejection if the application 
is not corrected. 

• Please confirm that the substance identified as "Test Solution" in MRJD 50440502 is the 

su~ject product. 

• The water-to-fabric ratio in the washing machine that was used to treat the fabrics was 

not identified. What volume of water was present in the washing machine when the 

treatment solution was added? 

• Would the modification made to the washing machine in order to add the treatment 

solution be necessary for normal use? How would users be able to control when the 

solution is added to the wash load? 

In order for the review of your pesticide product to continue. you wil l need to correct your 
application to address the items listed above within 10 business days o f the date you received this 
le tte r. T he EPA recommends sending your correc tion by email to the contact listed below to 
ensure it is received in a 1imely manner. If studies or confidential business infonnation are being 
submitted by mail, a complete courtesy copy received by email by the deadl ine will be 
cons idered timely. If you cannot correct the application or do not respond within IO business 
days, your application will be rcjecled. At this time, you could also choose to withdraw your 
application. 
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Page 2 of2 
EPA Reg. No. 90335-1 
Decision No. 536139 

If you have any questions. you may contact Aline Heffernan at 703-347-8602 or via email at 
hcffl'rnan .,11 i nd(I cpa.l!o, . 

Enclosure: Efficacy Technical Screen Memo 

Sincerely, 

Zeno Bain, Product Manager 33 
Regu latory Management Branch I 
Antimicrobials Division (751 OP) 
Office of Pesticide Programs 
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Technical Screen 

EPA Reg#/File Symbol: 90335-1 E-Sub # : 24426 

DP Barcode: 444670 Submission#". 1012169 

Product name: SilvaClean Registrant: Applied Silver. Inc. 

Reviewer's name: Alison Clune Risk Manager: Zeno Bain/Aline Heffernan 

Completion due date: 1 /15/18 Completion Date: 12/22/17 

Formulation type: Liquid [X] ; Towelettes O; Spray O; Solid O; Textile[]; Aerosol O; Other 

Sterilant: D I Disinfectant: □ I FC Sanitizer: O I NF Sanitizer O I TB: D I Fungicidal: O j Virucide: O 
MRID(s): 50440501-50440508 

PC Code{s) Active Ingredient Names % wt{label) ¾LCL 
072501 Silver 22.5% 

Label Claims: Laundry additive residual self-sanitizer - Dilute concentrate 0 .024, 0.032, or 0.048 oz with 
100 lbs cotton, cotton/poly blend, or microfiber fabric, respectively, in 500 or 1000 ml distilled or deionized 

water in the final rinse cycle, allowing to soak at least 2 minutes. Effective time not specified. 

Product Lot{s) Tested Concentration(s) Tested at LCL 
170821-1 22.2%, diluted to 21 .69% Yes[X] No□ 
170821-2 22.2%, diluted to 21.69% Yes[Xl NoO 
170821-3 22.2%. diluted to 21.69% Yes[X) Non 

Tested: RTU0 Diluted [X] Tested Dilution Rate: 
Cotton: 0.00071 fl oz test solution to -3 lbs fabric 
Cotton/Poly: 0.00078 fl oz test solution to 2 .5 lbs fabric 
Microfiber: 0.0029 fl oz test solution to ~6 lbs fabric 
Soak time: 2 minutes +/- 4 seconds 
Tested time intervals: 0, 30 min, 1, 2, 3, 6 , 24 hours (+ 
48 and 72 hours for cotton/poly onlv) 

Certificate of Analysis: Yes[X] No□ Performed by testing Lab: Yes□ No[X] 

Test Lab: Microchern Laboratory 

Comments: Efficacy Review: 

Efficacy data submissions to support residual self-sanitizing efficacy of treated cotton, cotton/polyester, and 
microfiber fabrics against Klebsiel/a pneumoniae and Staphylococcus aureus. 

Product is NOT cleared for technical screen. The following need to be addressed: 

• Please confirm that the substance identified as "Test Solution" in MRID 50440502 is the subject 
product. 
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• What was the water-to-fabric ratio in the washing machine that was used to treat the fabrics for 
testing? What volume of water was present in the washing machine when the treatment solution 
was added? 

• Would the modification made to the washing machine in order to add the treatment solution be 
necessary for normal use? How would users be able to control when the solution is added to the 
wash load? 
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A570 - Label amendment requiring data submission 
• Must submit Group A and B product chemistry data to support a change in the manufacturing process 
• Addition of public health pests requires efficacy data. 
• Change in signal word requires acute toxicity data be submitted and/or referenced. 
• Change from a registered to an unregistered source. 

End Use (EP) or Manufacturing Use (MP) product or Technical Grade of the Active Ingredient (TGAI) 

Guideline 
No. 
830.1550 

830.1600 
830.1650 
830.1670 
830.1700 
830.1750 
830.1800 

Guideline 
No. 
830.6302 
830.6303 
830.6304 

830.6313 

830.6314 
830.6315 
830.6316 
830.6317 
830.6319 
830.6320 
830.6321 
830.7000 
830.7050 
830.7100 
830.7200 
830.7220 
830.7300 
830.7370 
830.7550 
830.7840 
830.7950 

Group A: Product Chemistry Data 
Study Title 
Product ldentitv & Composition 
Description of materials used to produce 
the oroduct 
Description of formulation process 
Discussion on the formation of imourities 
Preliminary analysis 
Certified limits (158.345) 
Enforcement analvtical method 

Group B: Product Chemistry Data 
Study Title 
Color 
Ph sical State 
Odor 
Stability to normal and elevated 
tern eratures metal and metal ions 
Oxidation/Reduction 

Chemical incom atibilit 
Flammabilit 

Corrosion Characteristics* 
Dielectric Breakdown Volta e 

Dissociation Constant 
Partition Coefficient 
Water Solubilit 
Va or Pressure 

EP Data 
Submitted 

1/ 

v 
✓ 
✓ 
✓ 
,/ 

✓ 

EP Data 
Submitted 

✓ 
✓ 

MP Data 
Submitted 

MP Data 
Submitted 

~ ... - - - 'I.----- - ~~ - ◄ 

:1--..-_._ - ., __ ---------! 
✓ 

Grayed out = data not required *May not be included with initial application 

TGAI Data 
Submitted 

TGAI Data 
Submitted 
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A570 - Acute Toxicity Requirements 
• C hanae in sianal word requires acute toxicity data be submitted and/or referenced . 
Guideline Waiver Bridging 
No. Acute toxicity (6 pack) Study Title Cite All Selective Request Rational 
830.1100 Acute Oral (LD50) 

__,,,,,... 

830.1200 Acute Dermal (LOSO) L./ 
830.1300 Acute Inhalation (LC50) ✓/ 
830.2400 Acute Eye Irritation ._/ 

830.2500 Acute Dermal Irritation .,,/ 
/ 

830.2600 Dermal Sensitization ./ 

2 
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PRJA 3 - 2 l Day Content Screen Review Worksheet 
(EPA/OPP Use Only) 

September 20 12 
21 Day Screen Start Date: .... / ..... / _ ·_- _/ ......:7'----·-_/_'_1~,,,__,_~- - ---
Experts In-Processing Signature: 6?} Date// ·./0 -- /f Fee Paid: Yes t/ 
D ivision management contacted on issues ~ Yes ____ Date ______ _ 

EPA Reg. Number: c; 033.J - / EPA Receipt Date;/-/ 7 _ / 7 

1 

2 

3 

4 

5 

6 

7 

8 

Items for Review 

Applicatio n Form (EPA Form 8570-1 ) signed & complete including package 
type 

Confidential Statement o f Formula al l boxes completed, form signed, and 
dated EPA Form 8570-4 

a) All inerts, including fragrances, approved for the proposed 
uses (see Footnote A) 

yes 

Certification with Respect to Citation of Data (EPA Form 8570-34) 
completed and signed (NIA if 100% repack) 

Ce1iificatc and data matrix consistent 

If applicant is relying on data that are compensable, is the offer 
lo pay statement included. (see Footnote B) 

yes 

ff a plicable, is there a letter o f Authorization for exclusive use only . 

Formulator's Exemptio n Statement (EPA Form 8570-27) completed and 
signed (NI Ai f source is unregistered or applicant owns the technica l) 

no 

no 

Data Matrix (EPA Form 8570-35) both internal and ex1ernal copies (PR 98-5) 
com leted and si ned / A if I 00% re ack 

a) Selective Method (Fee category experts use) 

b) Cite-All (Fee category experts use) 

c) Applicant owns all data (Fee category experts use) 

5 Copies of Label (Electronic labels o n CD are encouraged and guidance is 
available 

Is the data 

Notice of Filin included with etitions 

Yes No NIA* 

)( 

X 

x 
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9 If applicable for conventional a ppr ti ica ons, reduced risk rationale 

Required Data and/or data waivers. See Footnote C. 

a) List study (or studies) not included with application 

lO 

Comments: 

._D D WJY\Ul ~ : p ().})6 

-AH ~rw/ -fuYYVlA a.ft CMYt(Ji,Q;fe. 

lne.t4s~ Nl~ 
-- - N1) ~F 

\hs: P()JX) ----r\A,0tD 5'D Lft{ O 5 
~ ·, foJY> 

2 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

November 29. 20 I- 7 

OPP Decisio n Number: D-536139 
EPA Fi le Symbol or Registration Number: 90335-1 
Product Name: SilvaClean 
EPA Receipt Date : I 7-Nov-2017 
EPA Company Number: 90335 
Company Name: APPLIED SIL VER, INC. 

MS. SHERYL LINDROS DOLAN 
TH E ACTA GROUP 
A PPLIED SILVER. INC. 
26254 EDEN LANDING ROAD 
HAYWARD, CA 94545 

Ql,flCE 01' CHEMICAL SAFuTY 
ANO POLLUTION PR EVEN rlON 

SUBJECT: Receipt of Reg islration Amendment Subject to Registration Service Fee 

Dear Registrant: 

Tbe Office of Pesticide Programs has received your amendment and certification of 
payment. If you submi tted data with th is appl ication, the results of the PRN-20 l 1-3 screen will 
be communicated separately. During the administrative screen, the Office of Pesticide Programs 
has determined that this Action is subject to a Pesticide Registration Service Fee as defined in 
the Pesticide Registration 1mprovement Act. 

The Action has been identified as Action Code: A570 

AMENDMENT;NON-F AST TRACK;REQUIR1NG DA TA REVlEW; 

No additional payment is due at this time. 

ff you have any questions, please contact the Pesticide Registration Service Fee 
Ombudsman at (703) 308-81 54. 

Sincerr,1.¥~ ,, 

JI'£ 
Front End Processing Staff 
lnformation Technology & Resources Management Division 
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!Fee for Service! {1012169Q~ 

This package includes the following 

0 New Registration 

@Amendment 

0 Studies? ° Fee Waiver? 
0 vol pay % Reduction: -

for Division 

@AO 
0 BPPD 
0 RD 

Risk Mgr. [ill 

Receipt No. S- I 1012169 

EPA File Symbol/Reg. No. I 90335-1 

Pin-Punch Date: I 11/17/2017 

This item is NOT subject to FFS action. 

Action Code: 
1 

Parent/Child Decisions: 

Requested: 

Granted: 

Amount Due: $ ---

□ Inert Cleared for Intended Use □ Uncleared Inert in Product 

Reviewer: ----------- Date: 1 ----'---

Rem arks: 
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Sheryl Dolan 

From: 
Sent: 
To: 

Bill Morris <bill@appliedsilver.com> 
Friday, November 03, 2017 4:17 PM 
Sheryl Dolan; Priya Balachandran 

Subject: Fwd: Pay.gov Payment Confirmation: PRIA Service Fees 

FYI, 

PRJA payment confirmation below. 

---------- Forwarded message ---------
From: <notilication@.pcw.gov> 
Date: Fri, Nov 3, 2017 at l : 15 PM 
Subject: Pay.gov Payment Confirmation: PRIA Service Fees 
To: bill@appliedsilvcr.com 

Your payment has been submitted to Pay.gov and the details are below. If you have any questions regarding this 
payment, please contact Michael Yancbulis at (703) 34 7-023 7 or vanchulis.michael(@.epa.f!ov. 

Application Name: PRJA Service Fees 
Pay.gov Tracking 1D: 265PF96M 
Agency Tracking ID: 75356591803 
Transaction Type: Sale 
Transaction Date: 11/03/2017 04: 15 :08 PM EDT 

Account Holder Name: Juinan Wang 

Transaction Amount: $3,831.00 
Card Type: MasterCard 
Card Number: "'****"'******4291 

Registration Number: 90335-1 
Company Name: Applied Silver, Inc. 
Company Number: 90335 
Action Code: A570 

·nus IS AN AUTOMATED MESSAGE. PLEASE DO NOT REPLY. 

Bill Morris 
Founder and Oireclor of Regulatory 

Applied Silver, Inc. 

1 
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,. 
26254 Eden I.anding Rt1ad, Hayward. CA 9454, 
Email: l>illt'@.auplicJsilvcr.cum 
Office , ! ..LI\SR I 9'.11

) -t 74 7 x 149 ; Mobile: H 15 ! 652 2694 

A Applied 
o\JoS1lver 

DISCLAIMER El'A regulated producis conuunmg SilvaCltllll~" 3Qlcly protect the funshed product itsclffiom siain- llJld odor-causing bactcna, mold, ftlld mildew Ptoducllo 
contl!ining S1lvaClcan ere rio1 approved by the EPA to make pubhc health claims 

CONFIDENTIALITY WARNING· The contcnlS ofthls e-mail and any a11t1chment arc the propcf!)I of Applied Silver, Inc, and arc mu:nded for !he oddresstc only. Any reader of 
11111 message who is 1101 the intended rccip1cn1 or the employee °' agent responsible to deliver to the inttnded rccipienl, is notified lhat any dissemination. dinnbution or copying of 
rh~ communication ,s strictly prohibited lfyou receive this commun.1ca1ioo m error pica.le notify us immediately o.nd delete all copies rrom your compuier s)'Slem 

2 
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Please read instructions on reverse before completing form. Forrn 
A 1 N ,corovecl 011, B · o. 2070-0060 

Registration 
OPP Identifier Number 

United States 
,___ 

&EPA Environmental Protection Agency X Amendment 
Washington, DC 20460 - Other 

Application for Pesticide - Section I 
1. Company/Product Number 2. EPA Product Manager 3 Proposed Classification 

90335-1 Zeno Bain 

4. Company/Product (Name) PM# D None D Restricted 
SilvaClean• 33 

5 Name and Address of Applicant (Include Vp Code) 6. Expedited Revlew. In accordance with FIFRA Section 3(c)(3) 
Applied Silver, Inc (b)(i), my product is simnar or identical in composition and labeling 
26254 Eden Landing Road lo. 
Hayward, CA 94545 EPA Reg No. 

0 Check if this is a new address Product Name 

Section - II 
fgJ Amenclrnenl - Explain below. □ 

Final printed labels in response to 
Agency letter dalecl 

□ Resucm1ss1on in response to Agency leller dated □ "Me Too" Application. 

□ Notification - Eicplain below. □ Other - Explain below. 

E,cplanation: Use additional page(s) if necessary (For Section I and Section II ) 

T h is application is an amendment to add residual self-sanitizing claims to the label for SilvaClean®, EPA Reg. No. 90335-1 
Applied S ilver expects that EPA will place this application into PRIA 3, Category A570, with a fee of $3,831.00 and a 4-month 
review period. 

Section - Ill 
1. Material This Product Will Be PackaQed In: 
Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

O Yes• □ Yes □ Yes □ Metal 

IZl No ~ No (8J No fgJ Plastic 

II-Yes· No per If "Yes- No. per □ Glass 

• Certification must Unit Packaging wgt. container Package wgt container 

□ Paper 

be submitted I □ Other (Specify) 

3. Locat10n or Net Contents Information 4. Size(s) Retail Container 5. Location of Label Directions 

IZI Label □ Container 1 and 2 hters @ On Label 
D On Labeling accompanying product 

6. Manner in Which Label is Affixed lo Product D lithograph D Other 
~ Paper glued 
D Stenciled 

Section - IV 
1 Contact Point (Complete items directly below for identification of individual to be contacted, if necesssrv, to arocess this application.) 
Name I Tille l Telephone No. (Include Area Code) 
Shervl lindros Dolan AQent 1202) 266-5031 

Certification 6 Date Applicalion 
I cer1lfy that tho statements I have made on this f0m1 and all altachments ttiereto are true, accurate and complete 
1 acknowledge that any knowingly false or misleading statement may be punlshable by line or imprisonment or 

Received 

both under applicable law. (Stamped) 

2 Signature 3. Title 

, I_ Director, Regulator)' Affairs 

4 Typed Name 5. Dale 

William Morris November 17. 2017 
.. 

EPA Form 8570-1 (Rev 8-94) Previous ed1t1ons are obsolete White - EPA File Copy (onglnal) Yellow - Applicant Copy 
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A AP.plied 
o(JoS,lver 

Via CD X Electronic Submission 

Mr. Zeno Bain 
Document Processing Desk 
li.S. Environmental Protection Agency 
Office of Pesticide Programs 
7504P, Room S-4900 
One Potomac Yard 
2777 Crystal Drive 
Arlington, VA 22202 

N11vc111hc, 17. 20 I 7 

Re: Application to Amend Si lvaClean® Registration. EPA Reg. No. 90335-1 

Dear Mr. Bain: 

Applied Silver, Inc. (ASl) is pleased to submit to the U.S. Environmental Protection 
Agency (EPA) Office of Pesticide Programs (OPP) Antimicrobial Division (AD) the accompanying 
application to amend SilvaClean~, EPA Reg. No. 90335-1, which currently is registered for application 
to textiles after each laundering to protect fibers against stain- and odor-causing bacteria, mold, and 
mildew. 

As discussed during the October 24, 2017, pre-submission meeting with OPP, ASI is 
submilling an application to add residual self-sanitizing laundry additive claims to its product, consistent 
with Office of Chemical Safety and Pollution Prevention (OCSPP) Guideline 810.2400( e)( I). Consistent 
wi th the Guideline, SilvaClean was used to treat three fabric types (cotton, cotton/polyester blend, and 
microfiber) in a simulated use test, where it was added to fabric in the final step of a laundering process. 
Consistent wi th the Guideline, efficacy testing then was conducted on the treated fabric according to 
AA TCC Method I 00-2012 for the following microorganisms: Staphylococcus aureus (A TCC 653 8) an<l 
Klebsiella pneumoniae (ATCC 4352). The results of the Good Laboratory Practice (GLP) simulated use 
test and the successful efficacy testing are presented in the accompanying Volumes 2-8. 

Accompanying this submission are the following supporting documents: 

■ Transmittal document; 

■ Pesticide Registration Improvement Extension Act (PRIA 3) fee payment receipt; 

Applied Silver Inc. 
262S4 Eden Landing Road 
Hayward, CA 94S4S 
888-939-4747 
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■ Pr<>poscd label (n.:<llined and ckctrl vcrsions): 

■ EPA Forms 8570- 1. 857()-34. and 8570-35 (c(>nfidential and public versions): 

■ Volume I: /\ dist:ussion volume lhal reviews the efficacy testing and proposeu daims. aml 
includes copies of correspondence and related documentation exchanged with EP /\ 
pertinent 10 this umcndmcnt appl ic,llion. 

■ Volume 2: the simulated use study, 7i·emi11!J Fahrir· with Sc(f-Sa11iti=i11g l.a1111dry Te.,·t 
Snl11tio11. 

■ Volumes 3-8: cfficai.:y studies, ltlr the two microorganisms on the three fabric types. 

ASI looks forward to working with the Antimicrobial Division to make this first in a series 
of product amendments. If there are any questions or comment. about this submission, please contact 
Sheryl Lindros Dolan, The Acta Group. at (202) 266-503 1 or ~,_h_1lwH.f.1_i!Clug!'OL1J1 w111. 

Attachment (Transmittal Document) 

cc: Mr. John Hebert 

Mr. Seiichi Murasaki 

Applied Sliver Inc. 
262S4 Eden Landing Road 
Hayward, CA 94545 
888-939-4747 

Sincerel y, 

CJ--
Bill Morris 
Director of Regulatory Affairs 
Applied Silver, Inc. 
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MRID No. 50440500 

Transmittal Document 

Name and Address of Submiller: 

Applied Silver, Inc. 
26254 Eden Landing Road 
1 layward, CA 94545 

Company No.: 
Con ta cl Person: 
Title: 
Telephone: 
E-Mail: 

90335 
William Morri s 
Direclor, Regulatory AfTairs 
I (888) 939 4747 X 149 
bill@appliedsilver.com 

Individual to be contacted. if necessary. to process lhis application: 

The Acta Group, L.L.C. Contact Person: Sheryl Lindros Dolan 
(202) 266-5031 2200 Pennsylvania Avenue, N.W. 

Suite IOOW 
Telephone: 
Fax: 

Washington, D.C. 20037-170 I E-Mai l: 
(202) 557-3836 
sdolan@actagroup.com 

Regulatory Actions: This application is an amendment to add res idual self-sanitizing claims to 
the label for SilvaClcan00

• EPA Reg. No. 90335-1. Appl ied Si lver expects that EPA will place 
this application into PRIA 3, Category A570, with a fee of $3,SJ 1.00 and a 4-month review 
period. 

Transmittal Date: November 17, 2017 

List of Submilled Studies: 

Vol. Contents Guideline No. Study Report Title MRJD No. 

Amendment Amendme111 Overvie1r and 
Overview and Discussion uf Proposed 

I Discuss ion of NIA Lahel Claims, Report No. 50440501 
Proposed Label 1433.00 1-01 , November 17, 
Claims 20 17. 204 p. 

Treat ing Fabric with Self-
Sanitizing Laundry Test 

2 Simulated Use Data 8 I 0.2400(e)( I) 
Solution, Microchem 50440502 
Laboratory. Report No. 
GLPl 777, November 14, 
20 17, 33 p. 

Evaluating Self-Sanitizing 

Residual Self 
Fabric using the AATCC 

3 Sanitizing Efficacy 8 10.2400(e)( I) 
I 00 Method against S. 

50440503 
aureus. Treated Cotton 

Data Fabric, Microchem 
Laboratorv. Report No. 
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MRJD o. 50440500 

Vol. Contents Guide line No. Study Report Title MRID No. 
GLP 18 10, November 14, 
2017. 51 p. 

Evaluating Self-Sanitizing 
Fabric using the AA TCC 

Residual Self 
I 00 Method against S. 

4 Sanitizing Efficacy 810.2400(e)( I) 
aureus, Treated Cotton/Poly 50440504 

Data 
Blend Fabric. Microchern 
Laboratory. Report No. 
GLP 1813. November 14, 
2017, 53 p. 

Evaluat ing elf-Sanitizing 
Fabric using the AA TCC 

Residual Self 
I 00 Method against S. 

5 Sanitizing Efficacy 810.2400(e)( I) 
nureus, Treated Microfiber 50440505 
17abric. Microchem 

Data 
Laboratory, Report No. 
GLP l814. November 14. 
2017. 47 p, 

Evaluating Self-Sanitiz ing 
Fabric using the AA TCC 

Residual Self 
I 00 Method against K. 

6 Sanitizing Efficacy 810.2400(e)( I) 
pneumoniae, Treated Cotton 50440506 
Fabric. Microchem 

Data Laboratory. Reporl No. 
GLP181 I. No ember 14, 
20 17, 48 p. 
Evaluating Self-Sanitizing 
Fabric using the AA TCC 

Residual Self 
I 00 Method against K. 

7 Sanitizing Efficacy 810.2400(e)( I) 
pneumoniae, Treated 50440507 

Data 
Cotton/Poly Blend Fabric, 
Microchem Laboratory, 
Report No. GLP 1812. 
November 14, 2017, 53 p. 
Evaluating Self-Sanitiz ing 
Fabric using the AA TCC 

Residual Self 
I 00 Method against K. 

8 Sanitizing Efficacy 810.2400(e)( I) 
pneumoniae. Treated 50440508 

Data 
Microfiber Fabric, 
Microchem Laboratory. 
Repo1t No. GLP 1815. 
November 14. 2017, 47 o. 

2 
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.. ~ . ..... .. .... · .. Form A pproved 0 MB No. 2070-0060 
i.~ } UNITED STATES ENVIRONMENTAL PROTECTION AGENCY ·· . ...... 

1200 Pennsylvania Avenue, N.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 
0.25 hours per response for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding 
the burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division 
(2137). U.S. Environmental Protection Aaencv. 1200 Pennsvlvan1a Avenue, N.W. Washinoton DC 20460. Do not send the form to this address. 

DATA MATRIX 

Dale November 17, 2017 EPA Reg No./ File Symbol: 90335-1 

Applicant's/Registrant's Name and Address Product 
Applied Silver Inc. 
26254 Eden Landing Road SilvaClean TM 

Havward, CA 94545 

Ingredient: Silver (EP) 

Guideline Reference Number I Guideline Study Name I MRID Number I Submitter I Status 

Product Chemistry 

OCSPP 830.1550 Product Identity and Composition 49270902 Applied Silver Inc. OWN 
OCSPP 830.1600 Description of Materials Used to Produce the Product 49270902 Applied Silver Inc. OWN 
OCSPP 830.1620 Description of Production Process 49270902 Applied Silver Inc. OWN 
OCSPP 830.1650 Description of Formulation Process 49270902 Applied Silver Inc. OWN 

OCSPP 830.1670 Discussion of Formulation of Impurities 49270902 Applied Silver Inc. OWN 
OCSPP 830.1700 Preliminary Analysis - Silver 49270903 Applied Silver Inc. OWN 
OCSPP 830.1700 Preliminary Analysis - Silver 49270904 Applied Silver Inc. OWN 
OCSPP 830.1700 Preliminary Analysis - Impurities 49270905 Applied Silver Inc. OWN 
OCSPP 830.1700 Preliminary Analysis - lmpurijies 49270906 Applied Silver Inc. OWN 

OCSPP 830.1750 Certified Limits 49270902 Applied Silver Inc. OWN 

OCSPP 830.1800 Enforcement Analytical Method 49270902 Applied Silver Inc. OWN 

OCSPP 830.6302 Color 49270907 Applied Silver Inc. OWN 

OCSPP 830.6303 Physical Stale 49270907 Applied Silver Inc. OWN 

OCSPP 830.6304 Odor 49270907 Applied Silver Inc. OWN 

OCSPP 830.6313 Stability to normal and elevated temps, metals, ions 49270901 Applied Silver Inc. OWN 
OCSPP 830.6314 Oxidation/Reduction chemical incompatibility 49270907 Applied Silver Inc. OWN 

OCSPP 830.6315 Flammability 49270901 Applied Silver Inc. OWN 
OCSPP 830.6316 Explodability 49270901 Applied Silver Inc. OWN 

Signature Name a.nd Title 
William Morris, Director, Regulatory Affairs 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 

I Page 1 of 4 

I Note 

--- -

Date 
11/17/2017 
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.·· •-,., Form Approved 0MB No. 2070-0060 ; ft •, 

v~ ,: UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
··•, ,_,.-: 

1200 Pennsylvania Avenue, N.W. 
WASHINGTON, O,C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 
0.25 hours per response for reregistration and special review activities, including time for reading the InstructIon and completing the necessary forms. Send comments regarding 
the burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division 
(2137). U.S. Environmental Protection Aqencv. 1200 Pennsylvania Avenue, N.W., Wash1nqton DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date November 17. 2017 EPA Reg No./ File Symbol: 90335-1 I Page 2 of 4 

Applicant's/Registrant's Name and Address Product 
Applied Silver Inc. 

SilvaClean™ 26254 Eden Landing Road 
Hayward, CA 94545 

Ingredient: Silver (EP) 

Guideline Reference Number I Guideline Study Name I MRID Number I Submitter j Status I Note 

OCSPP 830.6317 Storage Stability 49270908 Applied Silver Inc. OWN 

OCSPP 830.6319 Miscibility 49270901 Applied Silver Inc. OWN 
OCSPP 830.6320 Corrosion Characteristics 49270908 Applied Silver Inc . OWN 

OCSPP 830.6321 Dielectric Breakdown Voltage 49270901 Applied Silver Inc. OWN 
OCSPP 830. 7000 pH 49270907 Applied Silver Inc. OWN 

OCSPP 830.7100 Viscosity 49270907 Applied Silver Inc. OWN 
OCSPP 830.7200 Melting Point/Melting Range 49270901 Applied Silver Inc. OWN 

OCSPP 830.7220 Boiling Point/Boiling Range 49270901 Applied Silver Inc. OWN 
OCSPP 830.7300 Density/Relative Density/Bulk 49270907 Applied Silver Inc. OWN 

- ·-
OCSPP 830.7370 Dissociation Constant .___ ____ --- ·- 49270901 Applied Silver Inc. OWN 
OCSPP 830.7520 Particle Size, Fiber Strength, Diameter Distribution 49270901 Applied Silver Inc. OWN 

-- · - - -
OCSPP 830.7550 Particle Coefficient (n-Ocl/H2O) shake flask 49270901 Applied Silver Inc. OWN --- -
OCSPP 830.7560 Particle Coefficient (n-Oc1 /H2O) generator column 49270901 Applied Silver tnc. OWN 

-OCSPP 830.7570 - --- -
Particle Coefficient (n-Ocl/H2O) estimation by liquid 49270901 Applied Silver Inc. OWN 

OCSPP 830.7840 
-- --

Water Solubility: column elationf/shake flask method 49270901 Applied Silver Inc. OWN 
OCSPP 830.7860 --- - -

Water Solubility: generator column method 49270901 Applied Silver Inc . OWN I - ---
OCSPP 830.7950 Vapor Pressure 49270901 Applied Silver Inc. OWN 

OCSPP 830 Series 
.. -

Product Chemistry Discussion and Data Waivers 49270901 Applied Silver Inc. OWN 

-l Si~
I
naturc 

- - --~ ~--

l Name and Title 
William Morris, D irector, Regulatory Affai rs 

I Date 
11/17/2017 I 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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, -~ ···. Form Approved 0 MB No. 2070-0060 
i SS!l:Z ~ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
\.,,, •A'1/ 

1200 Pennsylvania Avenue, N.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 
0.25 hours per response ror reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding 
the burden estimate or any other aspect of this collec1ion of information, including suggestions tor reducing the burden to: Director, OPPE Information Management Division 
(2137), U.S. Environmental Protection Aaencv. 1200 Pennsvlvania Avenue. N.W.. Wash1noton DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date November 17, 201 7 EPA Reg No./ File Symbol: 90335-1 I Page 3 of 4 

Applicant's/Registrant's Name and Address Product 
Applied Silver Inc. 

SilvaClean TM 26254 Eden Landing Road 
Hayward, CA 94545 

Ingredient: Silver (EP) 

Guideline Reference Number j Guideline Study Name I MRID Number I Submitter I Status j Note 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

Acute Toxicity 

OCSPP 870.1100 Acute Oral Toxicity 49270910 Applied Silver Inc. OWN 
------

OCSPP 870.1200 Acute Dermal Toxicity 49270911 Applied Silver Inc. OWN 

OCSPP 870.1300 Acute Inhalation Toxicity 49270912 Applied Silver Inc. OWN 

OCSPP 870.2400 Primary Eye Irritation 49270909 Applied Silver Inc. OWN 

OCSPP 870.2500 Primary Skin Irritation 49270913 Applied Silver Inc. OWN 

OCSPP 870.2600 Skin Sensitization 49270909 Applied Silver Inc. OWN 

OCSPP 870 Series Toxicity Discussion and Waiver Requests 49270909 Applied Silver Inc. OWN 

Efficacy 

(no guideline) Silver Uptake in Textile 49270915 Applied Silver Inc. OWN 

OCSPP 810.2400(e)(1) Simulated Use Data - Treating Fabric with Self- 50440502 Applied Silver Inc. OWN 
Sanitizing Laundry Test Solution 

OCSPP 810.2400(e)(1) Evaluating Self-Sanitizing Fabric using the AATCC 50440503 Applied Silver Inc. OWN I 
100 Method against S. aureus, Treated Cotton Fabric 

OCSPP 810.2400(e)(1) Evaluating Self-Sanitizing Fabric using the AATCC 50440504 Applied Silver Inc. OWN 
100 Method against S. aureus, Treated Cotton/Poly 
Blend Fabric 

OCSPP 810.2400(e)(1) Evaluating Self-Sanitizing Fabric using the AA TCC 50440505 Applied Silver Inc. OWN 
100 Method against S. aureus, Treated Microfiber 
Fabric 

Signarure l Name and Title I Date 

' 
William Morris, Director, Regulatory Affairs 11/17/2017 

- ---- --- -

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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~ ...... 
Form Approved 0MB No. 2070-0060 .- A '·, 

:,~ ,I UNITED STATES ENVIRONMENTAL PROTECTION AGENCY ... ...... • 
1200 Pennsylvania Avenue, N.W. 

WASHINGTON, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 
0.25 hours per response for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding 
the burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division 
(2137). U.S. Environmental Protection Agencv. 1200 Pennsylvania Avenue. N.W.. Washinoton DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date November 17, 2017 EPA Reg No./ File Symbol: 90335-1 

Applicant's/Registrant's Name and Address Product 
Applied Silver Inc. 

SilvaClean TM 26254 Eden Landing Road 
Hayward, CA 94545 

Ingredient: Silver (EP) 

Guideline Reference Number 
-~-

I Guideline Study Name I MRID Number I Submitter J Status 

OCSPP 810.2400(e)(1) Evaluating Self-Sanitizing Fabric using the AATCC 50440506 Applied Silver Inc. OWN 
100 Method against K. pneumoniae, Treated Cotton 
Fabric 

OCSPP 810.2400(el(1) Evaluating Self-Sanitizing Fabric using the AA TCC 50440507 Applied Silver Inc. OWN 
100 Method against K. pneumoniae, Treated 
Cotton/Poly Blend Fabric 

OCSPP 810.2400(e)(1) Evaluating Self-Sanitizing Fabric using the AA TCC 50440508 Applied Silver Inc. OWN 
100 Method against K. pneumoniae, Treated 
Microfiber Fabric 

! 

I 

Signature Name and Title 
William M orris, Director, Regulatory Affairs 

-------------------------------
EPA Form 8570-3S (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 

I Page 4 of 4 

j Note 

Date 
11/1 7/20 17 
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Form Approved 0MB No. 2070-0060 .. - ft -t 

:\~ / UNITED STATES ENVIRONMENTAL PROTECTION AGENCY ......... · 
1200 Pennsylvania Avenue, N.W. 

WASHINGTON, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collectron of information is estimated to average 0.25 hours per response for registration activities and 
0.25 hours per response for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding 
the burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Drrector, OPPE Information Management Division 
(2137), U.S. Environmental Protection Aoencv. 1200 Pennsylvania Avenue. N.W., Washinoton DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date November 17, 2017 EPA Reg No./ File Symbol: 90335-1 I Page 1 of 5 

Applicant's/Registrant's Name and Address Product 
Applied Silver Inc. 

SilvaClean rn 26254 Eden Landing Road 
Hayward, CA 94545 

Ingredient: Silver (TGAI) 

Guideline Reference Number I Guideline Study Name 1 MRID Number I Submitter I Status !Note 

Generic Data Requirements -- ·- -
Product Chemistry 

Group A 

OCSPP 830.1550 Product Identity and Composition 49270901 Applied Silver Inc. OWN 
OCSPP 830.1600 Description of Materials Used to Produce the Product 49270901 Applied Silver Inc. OWN 

I OCSPP 830.1620 Description of Production Process 49270902 Applied Silver Inc. OWN 

OCSPP 830.1650 Description of Formulation Process 49270901 Applied Silver Inc. OWN 

OCSPP 830.1670 Discussion of Formation of Impurities 49270901 Applied Silver Inc. OWN 

OCSPP 830.1700 Preliminary Analysis 49270902 Applied Silver Inc. OWN ---
OCSPP 830.1750 Certified Limits 49270901 Applied Silver Inc. OWN 

OCSPP 830.1800 Enforcement Analytical Method 49270901 Applied Silver Inc. OWN 
Group B 

OCSPP 830.6302 Color RED/Reg. Rev. EPA RED/Reg. Rev. Pl 1 

OCSPP 830.6303 Physical State RED/Reg. Rev. EPA RED/Reg. Rev. Pl 1 
OCSPP 830.6304 Odor RED/Reg. Rev. EPA RED/Reg. Rev. PL 1 
OCSPP 830.6313 Stability to normal and elevated temps, metals, ions RED/Reg. Rev. EPA RED/Reg. Rev. PL 1 
OCSPP 830.6314 Oxidation/Reduction: chemical incompatibility 49270901 Applied Silver Inc. OWN 
OCSPP 830.6315 Flammability 49270901 Applied Silver Inc. OWN 
OCSPP 830.6316 Explodability 49270901 Applied Silver Inc. OWN 

Signature Name and Title Date 
William Morris, Director, Regulatory A ff airs 11/17/2017 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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~.. .. .. 
Form Approved 0MB No. 2070-0060 .- ft ·. 

i, ~ } UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
••, ... .... 

1200 Pennsylvania Avenue, N.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 
0.25 hours per response for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding 
the burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division 
(2137), U.S. Environmental Protection Agencv. 1200 Pennsylvania Avenue, N.W., Washinoton DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date November 17, 2017 EPA.Reg No./ File Symbol: 90335-1 I Page 2 of 5 

Applicant's/Registrant's Name and Address Product 
Applied Silver Inc. 

SilvaClean TM 26254 Eden Landing Road 
Hayward, CA 94545 

Ingredient: Silver (TGAI) 

Guideline Reference Number I Guideline Study Name I MRID Number I Submitter I Status I Note 
~ 

OCSPP 830.6317 Storage Stability 49270901 Applied Silver Inc. OWN 

OCSPP 830.6319 Miscibility 49270901 Applied Silver Inc. OWN 

OCSPP 830.6320 Corrosion Characteristic 49270901 Applied Silver Inc. OWN 

OCSPP 830.6321 ------ Dielectric Breakdown Voltage- - -- -----
49270901 Applied Silver Inc. 

·-- - -
OWN 

OCSPP 830. 7000 pH RED/Reg. Rev. EPA RED/Reg. Rev. PL 1 
OCSPP 830.7050 UVNisible light spectrum RED/Reg. Rev. EPA RED/Reg. Rev. PL 1 

OCSPP 830.7100 Viscosity 49270901 Applied Silver Inc. OWN 

OCSPP 830.7200 Melting PoinUMelting Range RED/Reg. Rev. EPA RED/Reg. Rev. PL 1 

OCSPP 830.7220 Boiling Point/Boiling Range RED/Reg. Rev. EPA RED/Reg. Rev. PL 1 
j OCSPP 830.7300 - - - Density/Relative Density/Bulk Density RED/Reg. Rev. EPA RED/Reg. Rev. PL I 1 

---
OCSPP 830.7370 Dissociation Constant 49270901 Applied Silver Inc. OWN 

OCSPP 830.7520 
-----

Particle Size. Fiber Strength, Diameter Distribution Applied Silver Inc. -49270901 OWN 
-

OCSPP 830.7550 Partition Coefficient (n-Oct/H2O) shake flask RED/Reg. Rev. EPA RED/Reg. Rev. Pl 1 
- --

OCSPP 830.7560 Partition Coefficient (n-Oct/H2O) generator column RED/Reg. Rev. EPA RED/Reg. Rev. PL 1 
OCSPP 830. i 570 

----·--- -
Partition Coefficient (n-Oct/H2O) estimation by liquid RED/Reg. Rev. EPA RED/Reg. Rev. PL 1 

OCSPP 830.7840 Water Solubility: column elution/shake flask method RED/Reg. Rev. EPA RED/Reg. Rev. PL 1 
- - -- - ---

OCSPP 830.7860 Water Solubility: generator column method RED/Reg. Rev. EPA RED/Reg. Rev. PL 1 
OCSPP 830.7950 Vapor Pressure RED/Reg. Rev. EPA RED/Reg. Rev. PL 1 

Signature Name and Title Date 
William Morris, Director, Regulatory Affairs 11/17/20 17 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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_ ... ·-- Form Approved 0MB No. 2070-0060 , n ·· 
(~ ,i UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

•· ...... . ,: 
1200 Pennsylvania Avenue, N.W. 

WASHINGTON, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 
0.25 hours per response for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding 
the burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division 
(2137). U.S. Environmental Protection Aqencv. 1200 Pennsylvania Avenue. N.W .. Washington DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date November 17, 2017 EPA Reg No./ File Symbol: 90335-1 I Page 3 of 5 

Applicant's/Registrant's Name and Address Product 
Applied Silver Inc. 

SilvaClean TM 26254 Eden Landing Road 
Hayward, CA 94545 

Ingredient: Silver (TGAI) 

Guideline Reference Number I Guideline Study Name j MRID Number j Submitter I Status I Note 

~cute Toxicity Testing 
- ··-

OCSPP 870.1100 Acute Oral Toxicity RED/Reg. Rev. EPA RED/Reg. Rev. PL 1 

OCSPP 870.1200 Acute Dermal Toxicity RED/Reg. Rev. EPA RED/Reg. Rev. PL 1 
----- -

OCSPP 870.1300 Acute Inhalation Toxicity RED/Reg. Rev. EPA RED/Reg. Rev. PL 1 

OCSPP 870.2400 Primary Eye Irritation RED/Reg. Rev. EPA RED/Reg. Rev. PL 1 

OCSPP 870.2500 Primary Dermal Irritation RED/Reg. Rev. EPA RED/Reg. Rev. PL 1 

OCSPP 870.2600 Skin Sensitization RED/Reg. Rev. EPA RED/Reg. Rev. PL 1 

Development Toxicity & 

OCSPP 870.3700 Prenatal Developmental Toxicity-rat and rabbit RED/Reg. Rev. EPA RED/Reg. Rev. PL 1 
OSCPP 870.3800 Reproduction and fertility effects RED/Reg. Rev. EPA RED/Reg. Rev. PL 1 
Mutagenicity Testing 

OCSPP 870.5100 Bacterial Reverse Mutation Assay RED/Reg. Rev. EPA RED/Reg. Rev. PL 1 
OCSPP 870.5300/5375 In vitro mammalian gene mutation RED/Reg. Rev. EPA RED/Reg. Rev. PL 1 
OCSPP 870.5385/5395 In vivo cytogenetics RED/Reg. Rev. EPA RED/Reg. Rev. PL 1 

Special Testing 

OSCPP 879.7800 lmmunotoxicity 49270909 Applied Silver Inc. OWN 

Nontarget Organism Protection 

OCSPP 850.2100 Acute avian oral toxicity 4331901 Mason Chemical OLD 

OCSPP 850.1010 Acute toxicity freshwater invertebrates RED/Reg. Rev. EPA RED/Reg. Rev. PL 1 

Signature Name and Title Date 
William Morris, Director, Regulatory Affairs 11/1 7/2017 

- -- --- - ·--

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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... -ft~ ... Form Approved 0 MB No. 2070-0060 
: ~ 1 UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
...... . .. ~ .. ' 

1200 Pennsylvania Avenue, N.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 
0.25 hours per response for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding 
the burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division 
(2137). U.S. Environmental Protection Agency. 1200 Pennsylvania Avenue. N.W.. Washington DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date November 17, 2017 EPA Reg No./ File Symbol: 90335-1 I Page 4 of 5 

Applicant's/Registrant's Name and Address Product 
Applied Silver Inc. 

Silva Clean TM 26254 Eden Landing Road 
Hayward. CA 94545 

Ingredient: Silver (TGAI) 

Guideline Reference Number I Guideline Study Name j MRID Number I Submitter j Status ! Note 

OCSPP 850.1075 Freshwater fish toxicity RED/Reg. Rev. EPA RED/Reg. Rev. PL 1 

Aquatic Organisms Testing 

OCSPP 850.1075/1400 Fish early-life stage RED/Reg. Rev. EPA RED/Reg. Rev. PL 1 
OCSPP 850.1300 Aquatic invertebrate life-cycle RED/Reg. Rev. EPA RED/Reg. Rev. PL 1 

Nontarget Plant Production 

OCSPP 850.5400 Aquatic plant growth (algae) Tier II (dose response) RED/Reg. Rev. EPA RED/Reg. Rev. PL 1 
Environmental Fate 

OCSPP 835.2120 Hydrolysis 49270916 Applied Silver Inc. OWN 
OCSPP 835.2240 Photodegradation in water 49270916 Applied Silver Inc. OWN 
OCSPP 850.6800 Activated Sludge Respiration Inhibition Test 49270916 Applied Silver Inc. OWN 

Applicator Exposure ---
OCSPP 875.1100 Dermal Exposure 49270909 Applied Silver Inc. OWN 
OCSPP 875.1300 Inhalation exposure 49270909 Applied Silver Inc. OWN 
OCSPP 875.1600 Data reporting and calculations 49270909 Applied Silver Inc. OWN 
OCSPP 875.1700 Produce use information 49270909 Applied Silver Inc. OWN 
Post Applicator Exposure 

OCSPP 875.2700 Produce Use Information 49270914 Applied Silver Inc. OWN 

OCSPP 875.2800 Description of human activity 49270914 Applied Silver Inc. OWN 
OCSPP 875.2900 Data reporting and calculations 49270914 Applied Silver Inc. OWN 

Signature Name and Title Date 
William Morris, Director, Regulatory Affairs 11/ 17/2017 

----

EPA Form 8570-35 (9-97) Electronica nd Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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Form Approved 0MB No. 2070-0060 .· ft. ·, 

:~ ~ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY '··.,_ ... ' 
1200 Pennsylvania Avenue, N.W. 

WASHINGTON, D.C. 20460 
Paperwork Reduction Act Notice· The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 
0.25 hours per response for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding 
the burden estimate or any other aspect of this collection of information. including suggestions for reducing the burden to: Director, OPPE Information Management Division 
(21 37). U.S. Environmental Protection Agency 1200 Pennsvlvania Avenue. N.W.. Washinoton DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date November 17, 2017 EPA Reg No./ File Symbol: 90335-1 

Applicant's/Registrant's Name and Address Product 
Applied Silver Inc. 

SilvaCleanTM 26254 Eden Landing Road 
Hayward. CA 94545 

Ingredient: Silver (TGAI) 

Guideline Reference Number I Guideline Study Name I MRID Number I Submitter 

NOTES 

I. U.S. EPA, Reregislralion Eligibility Document, Silver, list D, Case 4082, July I, 1993. 
U.S. EPA, Silver and Compounds. Summa,y Document (Case 4082 and Case 5015), Registration Review Preliminary Work Plan. June 2009. 
Both available at https://iaspub.cpa.govlapcxipc~ticidcs.'l'!p""CHEMICAI.SEARCH:3 1 :::NO: I .3.31,7. 12.25:P) XCI IEMICA I. ID:3769 

Signature Name and Title 
William Morris, Director, Regulatory Affairs 

--~- --

I Status 

- ~ 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 

j Page 5 of 5 

j Note 

Date 
11/17/2017 
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,· ..... UNITED ST ATES ENVIRONMENT AL PROTECTIO AGENCY · ft · 
I ~ • \. ...:~ 1200 Pennsylvania Avenue, N.W. 

. -. ... WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of infonnation is estimated to average 1.25 hours per response for 
registration and 0.25 hours per response for reregistrat ion and special review activities, including time for reading the instruc1ion5 and completing the 
necessary forms. Send comments regarding burden estimate or any other aspect of this collection ofinfonnalion, including suggest ion, for n,ducing the 
burden lo: Dire~tor, Collection Strategics Division (28221), U.S. Environmental Protection Agency, 1200 Pennsylvania Avenue, N. W., Washington, 
DC 20460. Do not send the completed fonn to this address. 

CERTIFICATION WITH RESPECT TO CITATION OF DATA 
Applicant's/Registrant's Name, Address, and Telephone Number EPA Registration Number/File Symbol 

Applied Silver. Inc. 903)5-1 
26254 Eden Landing Road 
Hay"ard, CA 94545 

Active lngredient(s) and/or represe ntative test cornpound(s) D~\c 
Silver (from silver nitrate) November 17, 2017 

NOTE: If your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label. you do not 
need lo s ubmit this form. You must submit the Formulator's Exemption Statement (EPA Fonn 8570-27). 

□ 
I am responding to a Data-Call-In Notice, and have included with Lhis form a list of companies sent offers of compensation (the Data Matrix 
form should be used for tbis purpose). 

SECT ION I: METHOD OF DATA SUPPORT (Check one method only) 

I am using the cite-all method of suppon, and have included 
I am using the selective method of suppon (or cite-all option 

□ with this form a list of companies sent ofTers o f compensation ~ 
under the selective mc1hod), and have included with this form a 

(the Data Matrix form s hould be used for this purpose). 
completed list of data requirements (the Data Matrix form must 
be used). 

SECTION II: GENERAL OFFER TO PAY 
[Required if using the cite-all method or when using the cite-all option under the selective method to satisfy one or more data requirements I 

□ I hereby offer and agree to pay compcnsahon. to other persons, with regard to the approval of th1s application, to U1e extent required by FIFR1\ 

SECTION Ill: CERTIFICATION 
I ccnify that this application for registration, this form for reregistration. or this Data-Call-In response is supponed by all data submillcd or cited in the 
application for rt·gistralion, the fonn for reregistration, or the Data-Call-In response. In addition, 1flhe cite-all option or cite-all option under the selective 
method is indicated in Section I, thi~ application is supponed by all data in the Agency's files that (I) concern the propcmcs or effects of this producl or an 
1den11cal or substantially similar product, or one or more of the ingredients m this product; and (2) is a type of data that would be rcqmrcd to be submincd under 
the data requircmcnls in cffecl on the date of approval of this application if the application sougl11 the initial registration of a product of identical or sinnlnr 
composition and uses . 

I cenify that for each exclusive use study cited in suppon o f this registration or reregistration, lhat I am 1hc original da1a subminer or lhRt I have oh1ained the 
wrinen permission of the original data submillcr 10 cite that study 

I ccnify that for each study cited m suppon ofth1s registration or reregistration that 1s not an exclusive use study, either: (a) I am the original data submincr, (bl 
I have obtained the pennission of the original data submitter to use the study in suppon of this application, (c) all periods of eligibility for compensation lrnvc 
expired for the study; (d) the study ism the public literature: or (e) I have notified in writing the company that submined the srudy and have offered ( I) to pay 
compensation 10 the extent required by sections 3(c)(l)(f) and/or 3(cX2)(B) offlFRA; and (ii) to commence negotiations 10 de1erm111c the amount and tenns of 
compensation, it any, to be paid for lhe use of1hc study. 

I cenify that in all instances where an offer of compensation is required. copies of all o ffers 10 pay compensation and evidence of their delivery in accordance 
with secttons J(c)( I )(F) and/or 3(c)(2)(B) of l· IFRA arc available and will be subm111cd 10 the Agency upon request Should I fail 10 produce such evidence to 
the Agency upon request, I understand that the Agency may initiate action to deny. cancel or suspend the registralion o fmy product in conformity with FIFRA. 

I ctr11fy that the ~tatcments I have made on this form and all a11achmen1s 10 it arc true accurate, and complete. 1 acknowledge that any knowingly false or 
misleadinl! sla!cmcnl mav he nunishnble bv fine or imprisonment or both under anr,licahlc law 
Signature Dai~ I Typ~d or Printed Name and Title 

,, - November 17, 2017 Will iam Morris, Oirector. Regulatory Affairs 

' . F. PA rom, 8570-34 (12-2003) Electronic and Paper versions n\'01lablc Suom1t only ra11cr "crsion 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, DC 20460 

April 18, 20 16 

David Swain 
Agent fo r Applied Silver, Inc. 
Applied Silver, Inc. 
26254 Eden Landing Road 
Hayward, CA 94545 

Subject: Label.Amendment - Correct precautionary statements 
Product Name: SilvaClean 
EPA Registration Number: 90335-1 
Application Date: March 31, 2016 
Decision umber: S 16 138 

Dear Mr. Swain: 

OFFICE OF CHEMICAL SAFETY 
AND POLLUTION PREVENTION 

The amended label referred to above, submitted in connection with registration under the f-ederal 
Insecticide, Fungicide and Rodenticide Act, as amended, is acceptable. This approval does not 
affect any conditions that were previously imposed on this registration. You continue to be 
subject to ex isting conditions on your registration and any deadlines connected with them. 

A stamped copy of your labeling is enclosed for your records. This labeling supersedes all 
previously accepted labeling. You must submit one copy of the final printed labeling before you 
release the product for shipment with the new labeling. In accordance with 40 CFR I 52. I 30(c), 
you may distribute or sell this product under the previously approved labeling fo r 18 months 
from the date of this letter. After 18 months, you may only distribute or sell this product if it 
bears this new revised labeling or subsequently approved labeling. "To distribute or sell' ' is 
defined under FIFRA section 2(gg) and its implementing regulation at 40 CFR 152.3. 

Should you wish to add/retain a reference to the company' s website on your label, then please be 
aware that the website becomes labeling under the Federal Insecticide Fungicide and Rodenticide 
Act and is subject to review by the Agency. If the website is false or misleading, the product 
would be misbranded and unlawful to sell or distribute under FIFRA section I 2(a)( I )(E). 40 
CFR 156.1 0(a)(5) li st examples of statements EPA may consider fa lse or mislead ing. In addition, 
regardless of whether a website is referenced on your product's label, claims made on the 
website may not substanti ally differ from those claims approved through the registration process. 
Therefore, should the Agency (ind or if it is brought to our attention that a website contains false 
or misleading statements or claims substantially differing from the EPA approved registration, 
the website will be referred to the EPA's Office of Enforcement and Compliance. 

Your release for shipment of the product constitutes acceptance of these conditions. If these 
conditions arc not complied with, the registration will be subject to cancellation in accordance 
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Page 2 of 2 
EPA Reg. No. 90335-1 
Decision No. 516138 

with FIFRA section 6. If you have any questions, please contact Joe Daniels by phone at (703) 
347-8669, or via email at daniel:i.joseph(a),epa.uov. 

Enclosure: Accepted Label 

Sincerely, 

Julie Chao, Product Manager 33 
Regulatory Management Branch I 
Antimicrobials Division (751 OP) 
Office of Pesticide Programs 
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SilvaClean™ 

Antimicrobial Textile Treatment. SilvaClean'" is an antimicrobial silver treatment for commercial and 
industrial use on fibers or textiles SilvaClean™ is effective in inhibiting the growth of bacteria in products 
to which it is applied. {These claims may appear on any label panel} 

Products containing SilvaClean" ' may not make claims of antimicrobial activity other than protection of 
the article itself against odor-causing, staining, or deteriorating bacterial in the treated article. This 

product does not protect users against bacteria, viruses or other disease organisms. 

SilvaClean•M is composed of: 

Active Ingredient : 
Silver* ............................................. .... ................... 22.5% 
Other lngredients ................................................ 77.5% 

Total.. .......... ................................. ............ ............ 100.0% 

" from si lver nitrate. 

KEEP OUT OF REACH OF CHILDREN 
DANGER: Corrosive 

See back panel for first aid and additional precautionary statements. 

Net Contents: _ __ _ 

EPA Reg. No. 90335-1 
EPA Est. No. xxx-xx-x 

Appl ied Silver, Inc. 

26254 Eden Landing Road 
Hayward, CA 94545 

ACCEPTED 
Apr 18, 2016 

Und•:1 ltH• FrdHt.011 h1:-~1:< tu:,dt: l urlfllt;lll f: 

t)ml H<llJcnh<:1dc .tu;t a:, ""'t?11cc,I f1;r th,: 
~es11c,a1, ,.,g1stt'1t,a w1Ct.1r 

EPA R,•g Ne.. 90335-1 

Page 1 of 3 03/ 19/ 16 
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SilvaClean"' is applied to or incorporated into industrial products listed below. For non-food contact 
uses only. 

FOR COMMERCIAL AND INDUSTRIAL USE ONLY. Not for Residential Use. 

Textiles made of: cotton and cotton/polyester blend, polyester, nylon, microfiber, spandex, and 
nylon/spandex blend. Example items include: pillow covers; sheets; blankets; bedspreads; apparel; 
uniforms; jerseys; active wear; scrubs; lab coats; quilts; liners; curtains; draperies; upholstery; towels; 
shower curtains; and carpets. 

DIRECTIONS FOR USE 

It is a violation of Federal Law to use this product in a manner inconsistent with its label. 

This product is registered as a microbiostatic agent for material preservation; neither this product nor 
th e articles treated with this product may state or imply any public health claims. Articles or substances 
treated with this product in accordance with the labeled directions may be exempt from FIFRA 
regulation pursuant to 40 CFR 152.25(a) if the intended use for incorporating this material into a treated 
article or substance is for the protection of the article or substance itself. 

SilvaClean™ is an ant imicrobial silver application that provides 0.00016% to 0.0014% (1.6 ppm -14 ppm) 
silver on fibers or textiles. The treatment level of SilvaClean™ for a product will depend on the specific 
needs of the manufacturer, the textile being treated, and the level and type of performance desired. 

Solution Preparation and Treatment: SilvaClean™ is a concentrate that must be diluted with distilled or 
deionized water before use. Treat textile by soaking in dilute aqueous solution and agitating for at least 
2 minutes. Contact Applied Silver, Inc., for dilution and treatment instructions specific to your desired 
performance. 

Textile must be clean prior to the application of product. Retreat textile after each laundering. 

STORAGE and DISPOSAL 

Do not contaminate water, food, or feed by storage or disposal. 

Storage: Store in a safe manner on ly in areas inaccessible to sma ll children. Store in original container in 
dark location. Keep container tightly closed when not in use. 

Pesticide Disposal: Pesticide wastes are toxic. Improper disposal of excess pesticide, intermediate 
mixtures, or rinsate is a violation of Federal Law. If these wastes cannot be disposed of by use according 
to label instructions, contact your State Pesticide or Environmental Control Agency, or the Hazardous 
Waste representative at the nearest EPA regional office for guidance. 

Container Handling: Non-refillable container - do not reuse or refill this container. Return container to 
Applied Silver, Inc. 

Page 2 of 3 03/19/16 
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PRECAUTIONARY STATEMENTS AND FIRST AID 

DANGER 
Corrosive 
Causes irreversible eye damage and skin burns. Harmful if swallowed, inhaled or absorbed through skin. 
Do not get in eyes, on skin or on clothing. Avoid breathing spray or mist. Wear goggles, face shield or 
safety glasses. Wear chemical-resistant apron over coveralls with long-sleeved shirt and long pants, 
waterproof gloves covering hands, wrists and lower forearms. Wash thoroughly with soap and water 
after handling and before eating, drinking, chewing gum, using tobacco or using restroom. Remove and 
wash contaminated clothing before reuse. 

First Aid 

If in eyes: Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove 
contact lenses, if present, after the first 5 minutes, then continue rinsing. 
Call a Poison Control Center or doctor for treatment advice. 

If on skin or Take off contaminated clothing. 
clothing: Rinse skin immediately with plenty of water for 15-20 minutes. 

Call a Poison Control Center or doctor for treatment advice. 
If inhaled: Move person to fresh air. 

If person is not breathing, call 911 or an ambulance, then give artificial respiration, 
preferably mouth-to-mouth if possible. 
Call a Poison Control Center or doctor for treatment advice. 

If swallowed: Call a Poison Control Center or doctor immediately for treatment advice. 
Have person sip a glass of water if able to swallow. 
Do not induce vomiting unless told to do so by a Poison Control Center or doctor. 
Do not give anything by mouth to an unconscious person. 

Note to Physician: Probable mucosal damage may contraindicate the use of gastric lavage. 
Have the product container or label w ith you when calling a Poison Control Center or doctor for 
treatment advice. 
For emergency information on SilvaClean"•, call the National Pesticides Information Center at 1-800-
858-7378, 6:30 AM to 4:30 PM Pacific time (PT), seven days a week. During other times, ca ll the Poison 
Control Center 1-800-222-1222. 

Follow the manufacturer's instructions for cleaning/ maintaining PPE. If no such instructions for 
washables, use detergent and hot water. Keep and wash PPE separately from other laundry. 

ENVIRONMENTAL HAZARDS 
Do not contaminate water when disposing of equipment wash waters. This product is toxic to fish and 

aquatic invertebrates. 

Page 3 of 3 03/19/16 
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therber@srcconsultants.com 

From: 
Sent: 
To: 
Cc: 
Subject: 

Hi David, 

Chao, Julie <Chao.Julie@epa.gov> 
Sunday, March 20, 2016 9:21 PM 
dswain@srcconsultants.com; Johnson, Zebora 
therber@srcconsultants.com 
RE: EPA Completed Action 

Please submit an amendment through the front-end. We will try to expedite. 

Thanks, 
Julie 

From: dswain@srcconsultants.com [mailto:dswain@srcconsultants.com] 
Sent: Saturday, March 19, 2016 1:25 PM 
To: Johnson, Zebora <Johnson.Zebora@epa.gov> 
Cc: Chao, Julie <Chao.Julie@epa.gov>; therber@srcconsultants.com 
Subject: RE: EPA Completed Action 

Hi Zebora and Julie, 

We have been preparing our state label version after the approval dated 2/23/2016 of the attached amendment for 

SilvaClean (EPA Reg. No. 90335-1). 

As we have reviewed the label we realized we sent in the wrong version of the label for this amendment. The label we 
sent which you eventually approved on 2/23/16 did not have the correct Precautionary Statements and Fir~! I' ii. It was 
a prior version of the label which we were instructed to revise before the initial approval ba< k i,1 ~C.14. 

I have attached a version of the label dated today 3/19/16 w hich has the correct Precaution..,, ., '.::tJ:ements and First Aid 

which we were instructed to use when the product was first approved by Seichii. 

Anyway, we do not think the states will approve the label as approved currently because it d~~?"!'\ have the '.\/ote to 

Physician and it is a Danger product. 

So, is there a way to get the corrected version quickly approved as an amendment? Can you use the att;,che:J :dbel and 

quickly process or should I send in through front end? 

Thanks for your help. 

Best regards, 

David Swain 
Scientific & Regulatory Consultant!>, Inc. 

201 W . Van Ouren Street I Columbia City, IN 46725 

www.srcconsultants.com I 260.244.6270 

Upcoming 000 - Mc1rch 2J-30, 2016 

Tony Herber3/24/2016 10:53 AM 
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Introducing SERVICE Portal, a cloud-based gateway to state registration data . 
http://www.srcconsultants.com/services/service-portal 

T his e -mail is intended for lhc use of the add ressec(s) only and may ronLain privileged. confidential. or p rop1wt.1ry 
111fo1 ination c >.c111pt from disdosurc under law. If you h;ivc received this 11H:ss;1gc in c1-ro1, please inform us promptly hy reply 

e-mail. then dl'lt-te Lhc e-mail and destroy any printed rnpy. 

From: Johnson, Zebora (mailto:Johnson.Zebora@epa.gov] 
Sent: Tuesday, March 01, 2016 3:17 PM 
To: dswain@srcconsultants.com 
Cc: Chao, Julie; OPP AD Ombudsman 
Subject: EPA Completed Action 

Zebc>ra /vl.._Johnso//1, 
RegtStration Risk MC/l'ttlgt, 

Antbu.icr('bials Divison 

,4 rli/11.£)tOPi, Vt/. 22202 
Phf'rt-e (~03) 30g'- 'J?'Og'O 

Tony Herber3/24/2016 10:53 AM 2 
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Scientific & Regulatory Consultants, Inc. 

March 31, 2016 

Ms. Julie Chao, PM-33 
US Environmental Protection Agency 
Document Processing Desk (AMEND) 
Office of Pesticide Programs (7504P) 
Room 54900 
One Potomac Yard 
2777 S Crystal Drive 
Arlington, VA 22202 

SUBJECT: Silva Clean™ 
EPA Reg. No. 90335-1 

Dear Ms. Chao: 

Scientific & Regulatory Consultants, Inc. is submitting a minor label amendment for SilvaClean"", EPA 
Reg. No. 90335-1 on behalf of Applied Silver, Inc. No data is being submitted; therefore this is not a 
PRIA action. NO FEE IS REQUIRED. 

The label amendment re-instates previously accepted text that was inadvertently omitted from the 
2/23/16 accepted label (Decision Number 511485). As you indicated in our email correspondence on 
3/20/16 (copy attached), we are submitting t he revised label as a fast-track amendment, and ask that 
the review be completed as quickly as possible. 

Five (5) clean copies of the label are also enclosed. For any questions or clarification, please contact me 
immediately at 260-244-6270 or dswain@srcconsultants.com. 

Sincerely, 

' 
, (i ,,-_-,' ..;umc....'-

David Swain 
Agent for Applied Silver, Inc. 

cc: P. McCabe, Applied Silver, Inc. 

Enclosure: Email correspondence 

201 W. Van Buren Street 
Columbia City, IN 46725 www.srcconsultants.com 

P: 260.244.6270 
F: 260.244.6273 
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SilvaClean'M 
EPA Reg. No. 90335-1 

TRANSMITTAL DOCUMENT 

1. Name and address of Submitter: 

Scientific & Regulatory Consultants, Inc. 
201 W. Van Buren Street 

Columbia City, IN 46750 

AGENT FOR: 
Applied Silver, Inc. 
26254 Eden Landing Road 
Hayward, CA 94545 

2. Regulatory action in support of which this package is submitted: 

Fast Track label amendment to add previously accepted label text inadvertently 
omitted on prior amendment action 

This is not a PRIA action. NO FEE IS REQUIRED. 

3. Transmitta l date: 

March 31, 2016 

4. Volume 1 Administrative Materials: 

Al Cover letter 
Bl Email Correspondence with J. Chao 
C) Application 
El Five (Sl copies of revised labeling 

l' ,'-_• 'V((~t.f I'\.. 

_C.c..o.:..._m-..,;,.pa.:..._n-'y'-O_ff_ ic_ia_l _: _ D_av_i_d_S_w_a_in _______________ _ 
Agent for Applied Silver, Inc. 

Company Name: Applied Silver, Inc. 

Company Contact: David Swain 

Phone:(260)244-6270 
Fax: (260) 244-6273 
Email: dswain@srcconsultant s.com 
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SilvaClean'M 
EPA Reg. No. 90335-x 

silver could be released before exceeding the acute oral Margin of Exposure (MOE) of 1,000. (See 

Appendix 1) Since the maximum uptake of silver onto fabric is 14 ppm, the risk for short· and 

intermediate-term exposure to toddlers who chew on Silva Clean™ treated fabric is not of concern. 

SilvaClean™ Acute Toxicology Results and Waivers 

Acute toxicology studies were conducted with SilvaClean'M. The results of the studies demonstrate this 

product is classified as Acute Toxicity Category 1. Based on the results of the skin irritation study, 

Applied Silver is requesting waivers for eye irritation and dermal sensitization. 

Guideline Study Name Results 

OCSPP 870.1100 Acute Oral Toxicity 1,098 mg/kg 

OCSPP 870.1200 Acute Dermal Toxicity >2000 mg/kg 

OCSPP 870.1300 Acute Inhalation Toxicity >0.53 mg/kg, <2.05 mg/kg 

OCSPP 870.2400 Acute Eye Irritation Wa ive 

OCSPP 870.2500 Primary Skin Irritation Corrosive 

OCSPP 870.2600 Dermal Sensitization Waive 

The resulting precautionary and first aid language is: 

DANGER 

Corrosive 

Category 

3 

3 

3 

1 

1 

Not a sensitizer 

Causes irreversible eye damage and skin burns. Harmful if absorbed through skin, swallowed or inhaled. 

Do not get in eyes, skin or on clothing. Avoid breathing vapor or spray mist. Wear goggles, face shield 

and chemical resistant clothing. Wash thoroughly with soap and water after handling and before eating, 

drinking, chewing gum, using tobacco or using the toilet. Remove and wash contaminated clothing 

before reuse. 

Page 5 of 10 
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First Aid 

If on skin: 

If in eyes: 

If swallowed: 

If inhaled: 

Take off contaminated clothing. 
Rinse skin immediately with plenty of water for 15-20 minutes. 
Call a poison control center or doctor for treatment advise. 

SilvaClean' M 

EPA Reg. No. 90335-x 

Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove 
contact lenses, if present, after the first 5 minutes, then continue rinsing. 
Call a poison control center or doctor for treatment advice. 
Call a poison control center or doctor immediately for treatment advice. 
Have person sip a glass of water if able to swallow. 
Do not induce vomiting unless told to by a poison control center or doctor. 
Do not give anything to an unconscious person. 
Move person to fresh air. 

If person is not breathing, call 911 or an ambulance, then give artificial respiration, 
preferably mouth-to-mouth if possible 
Call a poison control center or doctor for further treatment advice. 

Page 6 of 10 
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UNITED STATES ENVIRONMENT AL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

April I, 2016 

MR. DAVID SWAIN 
SCIENTJFIC & REGULATORY CONSULTANTS INC 
APPLIED SIL VER, INC. 
102 1/2 CHAUNCEY STREET, PO Box 1014 
COLUMBIA CITY, IN 46725-

PRODUCT NAME: SilvaClean 
COMP ANY NAME: APPLIED SIL VER, INC. 
OPP IDENTIFICATION NUMBER: 
EPA FILE SYMBOL: 90335-1 
EPA RECEIPT DATE: 04/01/16 

SUBJECT: RECEIPT OF AMENDMENT 

DEAR REGISTRANT: 

OFFICE OF CHEMICAL SAFETY 
AND POLLUTION PREVENTION 

The Office of Pesticide Programs has received your application for an amendment 
and it has passed an administrative screen for completeness. 

During the initial screen we determined that the application appears to qualify for fast 
track review. The package will now be forwarded to the Product Manager for review to 
determine its acceptability for fast track status. 

If you have any questions, please contact Antimicrobials Division, Risk 
Management Team 33, at (703) 308-8735. 

rocessing Staff 
Infonnation Services Branch 
Information Technology & Resources Management Division 
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I 
Print Form 

Ple•se re•d instrvctio,.. on ,.verse before comoleti,.,. form. Form Annroved. 0MB No. ,n10-00..,., A--·- ,.., 11,ml••· 2 -18-

United St11tt1s ~ Registration 
OPP ld entifi11r Number 

&EPA Environmental Protection Agency Amendment 
Washington, DC 204 60 Other 

Application for Pesticide - Section I 
1. Company/Product Number 2 . EPA Product M anager 3 . Proposed Classif ication 

90335-1 Julie Chao IZJ None D Restricted --- --- -- -- - - -

4 , Company/Product {Nemol PMI 
SilvaClean 33 - -- - --- -- -- --

5. Name and Address of Applicent (Jnclvdo ZIP Codo/ 6. Expedited Reveiw. In accordance wit h FIFRA Section 3(c){31 

Applied Silver, Inc. (b)(i). my product is similar or identical in composi tion and labeling 

26254 Eden Landing Road 10 : 
Hayward, CA 94545 EPA Reg. No. -- - --- -----

□ ChtJck if rhis is s ntJw address Product Name 

Section - II 

~ Amendment • Explein belo w . □ Final printed lebels in repoonse to 

□ □ 
Agency lotter dated -

Resubmission in response to Agency letter dated -- ·Mo Too· Application. 

□ Noti ficat ion • Exploin below. □ Other · Explain below . 

------- -- ----- -- --- -- - -- --- ---
Explanation: Use edditionel pege(s) ,f necessary. (For s11c tion I end Section II.) 

Fast Track label amendment to correct omissions from previous amendment. 

No data is being submitted, lherefore this is not a PRIA action. NO FEE IS REQUIRED. 

Please contact David Swain @260.244.6270 or dswain@srcconsultanls.com for questions. 

Sec tion - Ill 
1 . M aterial Thi■ Product Will Be Peckaged tn : 

--- -- - - ----·-- -----· I 
Child•Resis1An1 P11ckoging Uni t Peckoging I Watar Soluble Packaging 2 . TYi-~, ! C'< nteiner 

gYos 8 Yes ~ 
Yes ~ ., ... , Plastic 

No No No '.;loss --- -·- ---- ----- ---- ~-
Paper 

• Certification must It ·Yes· No . per If "YoD• No. per 
Unit Packaging w gl. container Pockago wgt container Otho, (-..poc,lyi 

b8 submitted - ---

-· ---- - - -- - - I - . - -- - - - --- - - -
3 . Locotion of Nol Contents Information 4 . Size(sl Retail Container t· Locotion o f Lebel Directi.,ns 

[2}; __ O Conto,ne, 33.8 0. oz. ( I B Onlabel 
label I.), ~7.6 fl. OZ. (2 ll_ __ Qn Labeling accompaning p~od~c_t_ - -- ---

6 . M ennc,r in Whic h Lebel 1s Aff1xt1d to Product ~ Li thograph LJ Other --------·-Peper P,'ued 
Stencied 

Section - IV 
1. Contact Point (Comp/ere items directly below for identification of individvel robe conrsctsd. if necessory, to process th is opplicorion. / -· -- -- --- -- -- --

T itle ~~e~-~ for App lie~ S ilver, Inc . 
-- J Telephone No. (Include A111e Codol Name 

David Swa in (260) 244-6270 
- - - ---

- ) 6. 0-;:- Ap;~ot: n- -
Certification 

I certify that t he sto tements I hevo medo on this form and ell attachments there to ere true, accurate end complete. 
Received 

t acknowledge that any k nowlinglly false or misleading statement may be pun1sheble by fine or 1mprisoM'lent or (Stamped) 
both under applicable law. ------- ------ ------- - - - --· - --- - --

2 . Signature . 7 , / ,J 3 . Title - / 

4 , Typed Nemo 1: o .. ; 

Agent for Applted S ilver. Inc . 

David Swain 

I 3/31/2016 

EPA Form 8570•1 /Rev. 3-94) Previous odi1ions ero obsolete. White - EPA File Co11v tOf'iainal) Yellow • Applicant Co 
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• 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, DC 20460 

David Swain 
Agent for Applied Silver, fnc. 
Applied Silver, Inc. 
26254 Eden Landing Road 
Hayward, CA 94545 

February 23, 2016 

OFFICE OF CHEMICAL SAFETY 
AND POLLUTION PREVENTION 

Subject: Label Amendment - To add new textile types and revise minimum usage rate 
Product Name: Si lvaClean 
EPA Registration umber: 90335-1 
Application Date: November I 0, 20 15 
Decision Number: 51 1485 

Dear Mr. Swain: 

The amended label referred to above, submitted in connection with registration under the Federal 
Insecticide, Fungicide and Rodenticide Act, as amended, is acceptable. This approval does not 
affect any conditions that were previous ly imposed on this registration. You continue to be 
subject to existing conditions on your registration and any deadlines connected with them. 

A stamped copy of your labeling is enclosed for your records. This labeling supersedes all 
previously accepted labeling, you must submit one copy of the fina l printed labeling before you 
release the product for shipment with the new labeling. In accordance with 40 CFR I 52.130(c), 
you may distribute or sell this product under the prev iously approved label ing for 18 months 
from the date of this letter. After 18 months, you may only distribute or sell this product if it 
bears this new revised labeling or subsequently approved labeling. "To distribute or sell" is 
defined under FIFRA section 2(gg) and its implementing regu lation at 40 CFR 152.3. 

Should you wish to add/retain a reference to the company' s website on your label, then please be 
aware that the website becomes labeling under the Federal Insectic ide Fungicide and Rodenticide 
Act and is subject to review by the Agency. If the website is false or misleading, the product 
would be misbranded and unlawful to sell o r distribute under FIFRA section 12(a)(I )(E). 40 
CFR 156. I O(a)(5) list examples of statements EPA may consider fa lse or m is leading. In addition, 
regardless of whether a website is referenced on your product' s label , claims made on the 
website may not substantially differ from those claims approved through the registration process. 
Therefore, should the Agency find or if it is brought to our attention that a website contains fa lse 
or misleading statements or claims substantially differing from the EPA approved registration. 
the website will be referred to the EPA 's Office of Enforcement and Comp I iance. 

Your release fo r shipment of the product constitutes acceptance of these conditions. If these 
conditions are not compl ied with, the registration wi ll be subject to cancellation in accordance 
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Page 2 of 2 
EPA Reg. o. 90335-1 
Decis ion No. 51 1485 

with F IFRA section 6. If you have any questions, please contact Zebora Johnson by phone at 
(703) 308-7080, or via emai I at johnson.zebora@epa.gov 

Enclosure: Accepted Label 

Sincerely, 

Julie Chao, Product Manager 33 
Regulatory Management Branch 1 
Antimicrobials Division (75 1 OP) 
Office of Pesticide Programs 
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SilvaCleanTM 

Antimicrobial Textile Treatment. SilvaClean™ is an antimicrobial silver treatment for commercial and 
industrial use on fibers or textiles SilvaClean™ is effective in inhibiting the growth of bacteria in products 
to which it is applied. {These claims may appear on any label panel} 

Products containing SilvaClean™ may not make claims of antimicrobial activity other than protection of 
the article itself against odor-causing, staining, or deteriorating bacterial in the treated article. This 
product does not protect users against bacteria, viruses or other disease organisms. 

SilvaClean™ is composed of: 

Active Ingredient: 
Silver* .................................................................... 22.5% 
Other Ingredients ................................................ 77 .5% 
Total.. ................................................................... 100.0% 

* from silver nitrate. 

KEEP OUT OF REACH OF CHILDREN 
DANGER: Corrosive 
See back panel for first aid and additional precautionary statements. 

Net Contents: ___ _ 
EPA Reg. No. 90335-1 
EPA Est . No. xxx-xx-x 

Applied Silver, Inc. 
26254 Eden Landing Road 
Hayward, CA 94545 

Page 1 of 3 

ACCEPTED 
2/23/2016 

. J1··:s:1 I· 1: I :~: lt:r: 111 .•:~:111 :f1: f · · •!l•• :111 ,• 

.11ut 1<:,ll•"1I ::1, :1• tu I :t:. : ~11 1:11d•!·il •111 lh H 

~I 'I\ H -,g N., 90335-1 

02/23/16 
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SilvaClean™ is applied to or incorporated into industrial products listed below. For non-food contact 
uses only. 

FOR APPLICATION IN COMMERCIAL AND INSTITUTIONAL SETTINGS 

Textiles made of: cotton and cotton/polyester blend, polyester, nylon, microfiber, spandex, and 
nylon/spandex blend. Example items include: pillow covers; sheets; blankets; bedspreads; apparel; 
uniforms; jerseys; active wear; scrubs; lab coats; quilts; liners; curtains; draperies; upholstery; towels; 
shower curtains; and carpets. 

DIRECTIONS FOR USE 
It is a violation of Federal Law to use this product in a manner inconsistent with its label. 

This product is registered as a microbiostatic agent for material preservation; neither this product nor 
t he articles treated with this product may state or imply any public health claims. Articles or substances 
treated with this product in accordance with the labeled directions may be exempt from FIFRA 
regulation pursuant to 40 CFR 152.2S(a) if the intended use for incorporating this material into a treated 
article or substance is for the protection of the article or substance itself. 

SilvaClean"' is an antimicrobial silver application that provides 0.00016% to 0.0014% (1.6 ppm -14 ppm) 
silver on fibers or textiles. The treatment level of SilvaClean'"' for a product will depend on the specific 
needs of the manufacturer, the textile being treated, and the level and type of performance desired. 

Solution Preparation and Treatment: SilvaClean™ is a concent rate that must be diluted with distilled or 
deionized water before use. Treat textile by soaking in dilute aqueous solution and agitating for at least 
2 minutes. Contact Applied Silver, Inc., for dilution and treatment instructions specific to your desired 
performance. 

Textile must be clean prior to the application of product. Retreat textile after each laundering. 

STORAGE and DISPOSAL 
Do not contaminate water, food, or feed by storage or disposal. 

Storage: Store in a safe manner only in areas inaccessible to small children. Store in original container in 
dark location. Keep container tightly closed when not in use. 

Pesticide Disposal: Pesticide wastes are toxic. Improper disposal of excess pesticide, intermediate 
mixtures, or rinsate is a violation of Federal Law. If these wastes cannot be disposed of by use according 
to label instructions, contact your State Pesticide or Environmental Control Agency, or the Hazardous 
Waste representative at the nearest EPA regional office for guidance. 

Container Handling: Non-refillable container - do not reuse or refill this container. Return container to 

Applied Silver, Inc. 

Page 2 of 3 02/23/16 
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PRECAUTIONARY STATEMENTS AND FIRST AID 

DANGER 
Corrosive 
Causes irreversible eye damage and skin burns. Harmful if absorbed through skin, swallowed or inhaled. 
Do not get in eyes, skin or on clothing. Avoid breathing vapor or spray mist. Wear goggles, face shield 
and chemical resistant clothing (waterproof apron, waterproof gloves covering hands, wrists, and lower 
forearms). Wash thoroughly with soap and water after handling and before eating, drinking, chewing 
gum, using tobacco or using the toilet. Remove and wash contaminated clothing before reuse. 

First Aid 

If on skin: Take off contaminated clothing. 
Rinse skin immediately with plenty of water for 15-20 minutes. 
Call a poison control center or doctor for treatment advice. 

If in eyes: Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove 
contact lenses, if present, after the first S minutes, then cont inue rinsing. 
Call a poison control center or doctor for treatment advice. 

If swallowed: Call a poison control center or doctor immediately for treatment advice. 
Have person sip a glass of water if able to swallow. 
Do not induce vomiting unless told to by a poison control center or doctor. 
Do not give anything to an unconscious person. 

If inhaled: Move person to fresh air. 
If person is not breathing, call 911 or an ambulance, then give artificial respiration, 
preferably mouth-to-mouth if possible. 
Call a poison control center or doctor for further treatment advice. 

Have the product container or label with you when calling a poison control center or doctor, or when 
going for treatment. 

ENVIRONMENTAL HAZARDS 
Do not contaminate water when disposing of equipment wash waters. This product is toxic to fish and 
aquatic invertebrates. 

Page 3 of 3 02/23/ 16 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

November 17, 2015 

MR. DAVID SWAIN 
SCIENTIFIC & REGULATORY CONSULTANTS INC 
APPLIED SIL VER, INC. 
102 1/2 CHAUNCEY STREET, PO Box 1014 
COLUMBIA CITY, fN 46725-

PRODUCT NAME: SilvaClean 
COMPANY NAME: APPLIED SIL VER, INC. 
OPP IDENTIFICATION NUMBER: 
EPA FILE SYMBOL: 90335-1 
EPA RECEIPT DATE: 11/12/ 15 

SUBJECT: RECEIPT OF AMENDMENT 

DEAR REGISTRANT: 

OFFICE OF CHEMICAL SAFETY 
AND POLLUTION PREVENTION 

The Office of Pesticide Programs has received your application for an amendment 
and it has passed an administrative screen for completeness. 

During the initial screen we determined that the application appears to qualify for fast 
track review. The package will now be forwarded to the Product Manager for review to 
determine its acceptability for fast track status. 

If you have any questions, please contact Antimicrobials Divis ion, Risk 
Management Team 33, at (703) 308-8735. 

Sincerely, 

~ 
Front End Processing Staff 
Information Services Branch 
Information Technology & Resources Management Division 
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Scientific & Regulatory Consultants, Inc. 

November I 0, 20 15 

Ms. Julie Chao 
Office of Pesticide Programs (7504P) 
Document Processing Desk (AMEND) 
EPA 
Room S-4900, 4th Floor 
One Potomac Yard 
2777 S Crystal Drive 
Arlington. VA 22202 

SUBJECT: SilvaCleanT~• 
EPA Reg. No. 90335-1 

Dear \1s. Chao: 

Scientific & Regulatory Consultants, Inc. is submitting a minor label amendment for SilvaCleanT' ' . EPA Reg. 
No. 90335-1 on behalf or Applied Silver. Inc. No dalll is being submitted; therefore this is not a PRIA 
action. 0 FEE IS REQUIRED. 

The label amendment includes the following revisions and additions: 

• Addition o f new textile types and example items which can be treated with thii; material preservative 
product. 

• Revision of minimum usage rate 

A highlighted label is a1tach1::d which indicates the new claims and revised text. Five (5) clean copies of the 
label arc also enclosed. For any questions or clarification, please contact me immediately at 260-244-6270 or 
dswain({!)s rcconsulrnnts.com. 

Sincerely, 

. ,, ., 

David Swain 
Agent for Applied Silver. Inc. 
cc: P. McCabe 

20 1 W. Yan Buren Street 
Columbia City, IN 46725 www.srcconsultants.com 

P: 260.244.6270 
F: 260.244.6273 
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SilvaClea 11n 1 

EPA Reg. No. 90355- 1 

TRANSMITTAL DOCUMENT 

I. Name and address of Submitter: 

Scientific & Regulatory Consultants, Inc. 
20 I West Van Buren Street 
Columbia City, IN 46750 

AGENT FOR: 
Applied Silver, Inc. 
26254 Eden Landing Road 
Hayward. CA 94545 

2. Regulatory action in support of which this package is subm ittcd: 

Fast Track label amendment to add additional textile types and revise usage rate. 

No data is being submitted: therefore this is not a PRIA action. NO FEE IS 
REQ IRED. 

3. Transmittal date: 

November 10, 2015 

4. Volume I Administrative Materials: 

A) Cover letter 
B) Application 
E) Label with changes and additions highlighted 
F) r-ive (5) '"clean" copies of labeling 

Company Official : 

Company Name: 

/ . , ,,,,. . 
r _. I , 

I C.!.rz.'• JWo-""'
David Swain 
Agent for Applied Silver, Inc. 

Applied Silver. Inc. 

Company Contact: David Swain 
Phone: (260) 244-6270 
Fax: (260)244-6273 

dswainq(Jsrcconsultants.com 
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I Print Form 
Ple1.,, re•d lrurruc(jo,u on ,-v•n• h• fore comolttti- form. Fnrm Annrovod. 0 MB No. , n70 .00Ar . exoirn 2-28· , v 

United Steto~ § Registration OPP Identifier Number 

&EPA Environmental Protect ion Agency Amendment 
Weshinglon, DC 20460 Other 

Applicat ion for Pesticide - Section I 
1. Company/Produc1 Number 2. EPA. Product Monager 3. Proposed Classifica tion 

90335-1 J ulie Chao I ✓ jNone D Res\fictnd ---- - ·-
4 . Company/Produc t (Nemel PMI 

SilvaClean 33 ------ ------
S. Nome ond Address of Applicant (Include ZIP Code/ 6. Expedited Reveiw . In a ccordance w ith FIFRA S ection 3(c )(3) 

Applied Silver. Inc. (b)(i), m y product is similar or ident ica l in composition a nd labeling 

26254 Eden Landing Road t o: 
Hayward, CA 94545 EPA Reg. No. ____ -- . .. ·-~ -~-- ------ - ---

□ Check i f This is s n•w address Product Name -
Section - II 

□ Amendment • Explain below. □ Final p rinted labels in repsonse to 

□ □ 
Agency lette r dated -----

Resubmission in response to Agency let1er dated . ______ ____ " Mo Too· Application. 

D Notif,cetion • Explain below. □ Other - E~ple in below. 

- -- ·---- ~---
Explanation: Use edditionel pago(s ) ,t nocossery. (For section I ond S ec tion II.I 

Fast Track label amendment to add additional lextile types and revise usage rate. 

No data is being submitted; lherefore this is not a PRIA action. NO FEE IS REQUIRED. 

Section - Ill 
1 . Meteriol Thie Product Wdl S. Peclcag ed In: 
- ·· - - r· ----- ------- -
Child·Res1stenl Peckoging Unit Peckeging Weter Soluble Packaging 2 . Type of Conteinor 

gYec E3 Yes t3 Yes ~ MO,ol Plastic 
No No No Glau - ·-

• Certification must 
If "Yoe· No. per If · ves · No. per Pape r I Unit Packaging wgt . container Package wgt container Othe r (S pc1r:ilyl . ___ _ 

be submitted 
_l ___ I 

3 . Location of Net Contents Information 4 . Sizt(sl Retail Containe r S. l ocation of Lebel Direction• 

1711 
, On Label 

label n Containe r 33.8 fl. OZ. ( 1 L), 67 .6 fl. OZ. (2 !:L_ .B On Labeling accompanlng p·oduct --· ·-·-·· . 
6. Menner in Which Label Is Affi-"d to Produc t ~ Lithogreph □ Other - ------

Peper P.lu&d 
Stenci 6d . -

Section - IV 

1. Contac t Point (Complstt1 it11m s dirt1c Tly bt1low for identificsTion of lndi vidusl to be conTscTed, if n scessary, to proce:ss This applic.,tion .J 

Name Title Agent for Applied Silver, Inc. 
Telephone l :L. (:.,~IJdfl Area Codo) 

David Swain (260) 244-6270 
-------

Certific11tion 6. Vlltll >-pplicetion 

1 ce rtify that the s tetom onts I hove m edo on this form end ell ettachments thereto e re true , eccurete and complete. 
Received 

I acknowledge that eny knowJinglly false or misleod1ng stetement may be purvshoble by lino or imprisoM\ent or (Stamped) 
both under eppllceblo few. 

2. Signature l ' 
3 . Title 

Agent for Applied S ilve r, Inc. Vo~ . // ~ ,. , w-
---- -

4 . Typed Nemo 6 . Dote 

David Swain 11/10/2015 

. . 
EPA Form 85 70-1 IR•v. 3-941 Previous od1t1ons ere obso lete . White · EPA f"ol. COPY (onglnall Y aUow • Applicant C., 
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Scientific & Regulatory Consultants, Inc. 

December 30, 2014 

Mr. Seiichi Murasaki 

U.S. Environmental Protection Agency 

Document Processing Desk (REGFEE) 

Office of Pesticide Programs (7504P) 

Room 54900, One Potomac Yard 

2777 S. Crystal Drive 

Arlington, VA 22202 

SUBJECT: SilvaClean™, EPA Reg. No. 90335-1 

Dear Seiichi, 

Enclosed is a final printed label (FPL) for SilvaClean'M, EPA Reg. No. 90335-1. Per the Agency's June 12, 2014 

regist ration acceptance letter, we are providing a clean copy of the label. 

Enclosed: 

• Cover letter 

• Application Form 8570-1 

• One copy of final printed label 

• One copy of EPA stamped accepted label 

Please cont act me at (260) 244-6270 or dswain@srcconsultants.com if you have any questions. 

Sincerely, 

, . / ,'} 

- / .• I , ·/,,,.,,~~-
/. t:1-·trz/ '' -r-v----

/ 
David Swain 
Agent for Applied Silver Inc. 

Cc: P. McCabe, Applied Silver, Inc. 

P.O. Oox 1014 www.src.consultants.com 

Columbia City, IN 46725 

P· 260.24'\ .G270 

F: 260.244 .6273 
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I Pl•••11 r••d irvtructiom on ,-v.,..• hfo,. comoJ11tinn form. Fnrm .1>nnroved. 0MB No. ?070 -QOAn Annrnval lllCDlru 2-28-

&EPA 
Uni ted Stetes @ Registration OPP Identifier Number 

Environmental Protection Agency Amendment 
Washington, DC 20460 Other 

Print Form J 

Application for Pesticide - Section I 
1. Company/Product Number 2. EPA Product M onogor 3 . Proposed Cl11ssific etion 

90335-1 Seiichi Murasaki I ✓ jNone D Restricted - -
4 . Company/Product (Name) PM# 

SilvaClean 33 

5 . Nome ond Address ot Applicant (Include ZIP Code} 6 . Expedited Reveiw. In accordance with FIFRA Section 3 (c)(3l 

Applied Silver Inc. (b)(i ). my produc t is similar o r identical in c omposi tion and labeling 
26254 Eden Landing Road to: 
Hayward . CA 94545 EPA Reg. No. 

□ Check if this is B new sddress Product Name 

Section - II 

□ Amendment · Explain below . [Z] Finol printed labels in repsonse to 
June 12, 201 4 

□ □ 
Agency letter dated 

Resubmission in responso to Agency letter doted ·-· "Me Too· Applicotion. 

□ Notification • Explain below . 

□ Other · Explain bolow. 

--- -
Explanation : Use additional page(s) if nocessorv. (For section I ond Section II.) 

Submission or one Final Printed I abel. in response to Agency acceptance letter dated June 12, 2014, 

Section - Ill 
1. Material Thie Product Will Be Packaged In : 

Child-Resistant Pockeging Unit Peckeging Water Soluble Packeging 2 . Type of Conteinor 

8Ves 8 Yes B Vas 
~M•<•I Pies tic 

No No No Gloss 

• Certification must 
If "Yes• No. per If "Yes· No. per Paper 

Unit Packaging wgt. container Package wgt container Other ,Specifvl 
be submitttHJ 

I 
3. Location of Net Contents Information 4 . Size(s) Retail Container , 5. Location of Label Direc··ons 

n1 On L~bel 
Lebel 0 Contoiner B On Labeling accomp'!.n!~g product ____ 

6 . Menner in W hich Label is Affixed to Product § Lithograph D Other -
Paper ~lued 
Stenci ed 

Section - IV .......... -
1 . Contact Point (Complste i tems directly below for identificstion of individuel to be contsct11d, ff nocossory, to process th '~ ~f!P_'~cation.J 

Name Title Agent for Applied Silver. Inc . 
Telephone No. (Include Area Code) 

David Swain (260) ,'44-C27'.J 

-
Certification 6. 0 11te Application 

I certify that the statements I have made on this form end 1111 attachments thereto are true, eccurete end complete. 
Received 

I acknowledge that any knowlinglly felse or misleading stetement moy be punishuble by fine or imprisonment or 4S tampedl 
both under applicable law. 

2. Signature ~-, 7 . / -~ . 3. TIiie 
Agent for Applied Silver. Inc. i ,1cvv-i/:.,/~ 

/ 
/ 

·- --
4 . Typed Neme 5 . Date 

Dav id Swain 12/30/2014 

EPA Form 8570- 1 /Rev. 3-941 Previous editions ere obsolete. White • EPA File C0e>v lorialnall YeRow . Applic.,t Co 
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SilvaClean™ 

Antimicrobial Textile Treatment. SilvaClean"' is an antimicrobial silver treatment for commercial and 
industrial use on fibers or textiles SilvaClean"' is effective in inhibiting the growth of bacteria in products 
to which it is applied. {These claims may appear on any label panel} 

Products containing SilvaClean"' may not make claims of antimicrobial activity other than protection of 
the article itself against odor-causing, staining, or deteriorating bacterial in the treated article. This 

product does not protect users against bacteria, viruses or other disease organisms. 

SilvaClean'M is composed of: 

Active Ingredient: 

Silver* ... ........................................... ...................... 22.5% 

Other lngredients ................................................ 77.5% 

Total. .................................................................... 100.0% 

* from silver nitrate. 

KEEP OUT OF REACH OF CHILDREN 
DANGER: Corrosive 

See back panel for first aid and additional precautionary statements. 

Net Contents: ___ _ 
EPA Reg. No. 90335-1 
EPA Est. No. xxx-xx-x 

Applied Silver, Inc. 
26254 Eden Landing Road 
Hayward, CA 94545 

Page 1 of 3 06/09/14 
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SilvaClean"• is applied to or incorporated into industrial products listed below. For non-food contact 
uses only. 

FOR COMMERCIAL AND INDUSTRIAL USE ONLY. Not for Residential Use. 

Textiles made of: cotton and cotton/polyester blend. Example items include: pillow covers; sheets; 
blankets; bedspreads; apparel; uniforms; scrubs; lab coats; quilts; curtains; draperies; upholstery; 
towels; and shower curtains. 

DIRECTIONS FOR USE 

It is a violation of Federal Law to use this product in a manner inconsistent with its label. 

This product is registered as a microbiostatic agent for material preservation; neither this product nor 
the articles treated with this product may state or imply any public health claims. 

SilvaClean'M is an antimicrobial silver application that provides 0.00013% to 0.0014% (1.3 ppm -14 ppm) 

silver on fibers or textiles. The treatment level of SilvaClean TM for a product will depend on the specific 
needs of the manufacturer, the textile being treated, and the level and type of performance desired. 

Solution Preparation and Treatment: SilvaClean"' is a concentrate that must be diluted with distilled or 
deionized water before use. Treat textile by soaking in dilute aqueous solution and agitating for at least 
2 minutes. Contact Appl ied Silver, Inc., for dilution and treatment instructions specific to your desired 
performance. 

Textile must be clean prior to the application of product. 

STORAGE and DISPOSAL 

Do not contaminate water, food, or feed by storage or disposal. 

Storage: Store in a safe manner only in areas inaccessible to small children. Store in original container in 
dark location. Keep container tightly closed when not in use. 

Pesticide Disposal: Pesticide wastes are toxic. Improper disposal of excess pesticide, intermediate 
mixtures, or rinsate is a violation of Federal Law. If these wastes cannot be disposed of by use acLvrd,ng 
to label instructions, contact your State Pesticide or Environmental Control Agency, or the Hazar-:l')·J~ 

Waste representative at the nearest EPA regional office for guidance. 

Container Handling: Non-refillable container - do not reuse or refill this container. Return contain~~:::> 

Applied Silver, Inc. 

Page 2 of 3 06/09/14 
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PRECAUTIONARY STATEMENTS AND FIRST AID 

DANGER 
Corrosive 
Causes irreversible eye damage and skin burns. Harmful if swallowed, inhaled or absorbed through skin. 
Do not get in eyes, on skin or on clothing. Avoid breathing spray or mist. Wear goggles, face shield or 
safety glasses. Wear chemical-resistant apron over coveralls with long-sleeved shirt and long pants, 
waterproof gloves covering hands, wrists and lower forearms. Wash thoroughly with soap and water 
after handling and before eating, drinking, chewing gum, using tobacco or using restroom. Remove and 
wash contaminated clothing before reuse. 

First Aid 

If in eyes: Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove 
contact lenses, if present, after the first 5 minutes, then continue rinsing. 
Call a Poison Control Center or doctor for treatment advice. 

If on skin or Take off contaminated clothing. 
clothing: Rinse skin immediately with plenty of water for 15-20 minutes. 

Call a Poison Control Center or doctor for treatment advice. 
If inhaled: Move person to fresh air. 

If person is not breathing, call 911 or an ambulance, then give artificial respiration, 
preferably mouth-to-mouth if possible. 

Call a Poison Control Center or doctor for treatment advice. 

If swallowed: Call a Poison Control Center or doctor immediately for treatment advice. 
Have person sip a glass of water if able to swallow. 
Do not induce vomiting unless told to do so by a Poison Control Center or doctor. 
Do not give anything by mouth to an unconscious person. 

Note to Physician: Probable mucosa I damage may contraindicate the use of gastric lavage. 
Have the product container or label with you when calling a Poison Control Center or doctor for 
treatment advice. 
For emergency information on SilvaClean'"', call the National Pesticides Information Center at 1 -~C,C,-

858-7378, 6:30 AM to 4:30 PM Pacific time (PT), seven days a week. During other times, call the Poison 
Control Center 1-800-222-1222. 

Follow the manufacturer's instructions for cleaning/ maintaining PPE. If no such instructions for 
washables, use detergent and hot water. Keep and wash _PPE separately from other laundry. 

ENVIRONMENTAL HAZARDS 
Do not contaminate water when disposing of equipment wash waters. This product is toxic to fisli and 

aquatic invertebrates. 

Page 3 of 3 06/09/14 
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U.S. ENYikvNMENTAL PROTECTION AGENCY 
Office of Pesticide Programs 

Antimicrobials Division (75 I OP) 
1200 Pennsy lvania A venue NW 

Washington, D.C. 20460 

NOTICE OF PESTICIDE: 
...L Registration 
_ Reregistration 

(under FIFRA. as amended) 

Name and Address <Jf Registrant (include ZIP Code): 

Applied S ilver, Inc. 
26254 Eden Landing Road 
Hayward, CA 94545 

, Reg. Number: Date of Issuance: 

90335-1 June 12, 20 14 

Tenn of Issuance: 

Conditional 

Namc of Pestic ide Product: 

SilvaClcan 

NOie: Changes in labeling differing in substance from 1ha1 accepted in connec1ion wi1h this rcgis1n11io11 musl be submined 10 and accep1ed by the Anlimicrobials Division 
orior 10 use of the label in commerce. In any corresp0ndcocc on this oroduc1 alwavs refer 10 the above EPA re~istra1ion number. 

On tht: bas is of infom1ation furnished by the registrant, the above named pcs1icide is hcrchy rcgistercd/reregiMcred under the Federal lnsL-cticiLlc. 
Fungicide and Rodcnticidc Act. Registration is in no way to be construed as an endorsement or rL-Commendation of this product by the Agency. In 
order 10 pro1cct health and the environment. the Administrator. on his mo1ion. may :11 any 1imc suspend or cancel tht: registration of a pestic ide in 
accordance wi1h the Act. The acceptance of any name in connection wi1h the registration of a produc1 unlkr 1his Ac1 is not 10 be construed as giving 
the rcgistrnnt a right lo exclusive usc of 1hc name or to its use if it has hccn covered hy others. 

The application referred to above, submitted under the Federal Insecticide, Fungicide and Rodenticide Act, 
as amended, is acceptable under FIFRA sec. 3(c)(7)(A) provided that you: 

I. S ubmit and/or cile all data required for registration/reregistration/ registration review of your product 
when the Agency requires all registrants of similar products to submit such data. 

2. Comply with the Data Call-in (DCI) identified below in a time ly and adequate manner and submit 
your responses to Product Manager 36. 

GDCI-07250 1- 11 29, issued on February 29, 2012 (A copy of the DCI is available at regulations.gov, 
Docket ID: EPA-HQ-OPP-2009-0334 htlp://www.rcgulations.gov/#!docume111Dc1ail;D=EPA- I-IO
OPP-2009-0334-0028). 

If you fai l to atisfy the requirements in this DCI. EPA will consider appropriate regulatory action, 
including, among other things, cancellation under FIFRA section 6(e). 

3. S ubmit one copy of the fina l printed label prior 10 releasing this product for sale o r distribution. 

P lease note that the record for this product currently contains the Confidential Statements o f Formulation 
(CSFs) listed below. Any previously dated CSFs are superseded. 

Basic CSF, dated 5/8/20 14 

A stamped copy of the conditionally approved label and copies or the reviews of your data submiss io ns 
(DP4 I 8 194 and DP4 I 8 I 95) are enclosed for your records. If you have any questions regarding this leuer, 
please contact Seiichi Murasaki at murasaki.sei ichi@epa.gov. 

? ~Arr~ Official) 

~Mur:t~i~ 
Risk Manager (Team 33) 
Regulatory Management Branch I 
Antimicrobials Division (75 1 OP) 

EPA Form 8570-6 

Da1e: 
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SilvaCleanrM 

Antimicrobial Textile Treatment. SilvaClean' .. is an antimicrobial silver treatment for commercial and 
industrial use on fibers or texti les SilvaClean ' .. is effective in inhibiting the growth of bacteria in products 
to which it is applied. {These claims may appear on any label panel} 

Products containing SilvaClean' .. may not make claims of antimicrobial activity other than protection of 
the article itself against odor-causing, staining, or deteriorating bacterial in the treated article. This 
product does not protect users against bacteria, viruses or other disease organisms. 

SilvaClean' .. is composed of: 

Active Ingredient: 
Silver* .................................................................... 22.5% 

Other lngredients ................................................ 77.5% 

Total ..................................................................... 100.0% 

* from silver nitrate. 

KEEP OUT OF REACH OF CHILDREN 
DANGER: Corrosive 
See back panel for first aid and additional precautionary statements. 

Net Contents: ___ _ 
EPA Reg. No. 90335-1 
EPA Est. No. xxx-xx-x 

Applied Silver, Inc. 
26254 Eden Landing Road 
Hayward, CA 94545 

ACCEPTED 

06/12/2014 
Under the Federal Insecticide. Fungicide, 
and Rodentlclde Act as amended, for the 
pesticide registered under 
EPA Reg. No. 90335-1 

Page 1 of 3 06/09/14 
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SilvaClean™ is applied to or incorporated into industrial products listed below. For non-food contact 
uses only. 

FOR COMMERCIAL AND INDUSTRIAL USE ONLY. Not for Residential Use. 

Textiles made of: cotton and cotton/ polyester blend. Example items include: pillow covers; sheets; 
blankets; bedspreads; apparel; uniforms; scrubs; lab coats; quilts; curtains; draperies; upholstery; 
towels; and shower curtains. 

DIRECTIONS FOR USE 

It is a violation of Federal Law to use this product in a manner inconsistent with its label. 

This product is registered as a microbiostatic agent for material preservation; neither this product nor 
the articles treated with this product may state or imply any public health claims. 

SilvaClean™ is an antimicrobial silver application that provides 0.00013% to 0.0014% (1.3 ppm -14 ppm) 
silver on fibers or texti les. The t reatment level of SilvaClean™ for a product w ill depend on the specific 
needs of the manufacturer, the textile being treated, and the level and type of performance desired. 

Solution Preparation and Treatment: SilvaClean™ is a concentrate that must be diluted with distilled or 
deionized water before use. Treat textile by soaking in dilute aqueous solution and agitating for at least 
2 minutes. Contact Applied Silver, Inc., for dilution and t reatment instructions specific to your desired 
performance. 

Textile must be clean prior to t he application of product. 

STORAGE and DISPOSAL 
Do not contaminate water, food, or feed by storage or disposal. 

Storage: Store in a safe manner only in areas inaccessible to small children. Store in original container in 

dark location. Keep container tightly closed when not in use. 

Pesticide Disposal: Pest icide wastes are toxic. Improper disposal of excess pesticide, intermediate 
mixtures, or rinsate is a violat ion of Federal Law. If these wastes cannot be disposed of by use according 
to label instructions, contact your State Pesticide or Environmental Control Agency, or the Hazardous 
Waste representative at the nearest EPA regional office for guidance. 

Container Handling: Non-refillable container - do not reuse or refill this container. Return container to 

Applied Silver, Inc. 

Page 2 of 3 06/09/14 
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PRECAUTIONARY STATEMENTS AND FIRST AID 

DANGER 
Corrosive 
Causes irreversible eye damage and skin burns. Harmful if swallowed, inhaled or absorbed through skin. 
Do not get in eyes, on skin or on clothing. Avoid breathing spray or mist. Wear goggles, face shield or 
safety glasses. Wear chemical-resistant apron over coveralls with long-sleeved shirt and long pants, 
waterproof gloves covering hands, wrists and lower forearms. Wash thoroughly with soap and water 
after handling and before eating, drinking, chewing gum, using tobacco or using restroom. Remove and 
wash contaminated clothing before reuse. 

First Aid 

If in eyes: Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove 

contact lenses, if present, after the first 5 minutes, then continue rinsing. 
Call a Poison Control Center or doctor for treatment advice. 

If on skin or Take off contaminated clothing. 
clothing: Rinse skin immediately with plenty of water for 15-20 minutes. 

Call a Poison Control Center or doctor for treatment advice. 
If inhaled: Move person to fresh air. 

If person is not breathing, call 911 or an ambulance, then give artificial respiration, 
preferably mouth-to-mouth if possible. 
Call a Poison Control Center or doctor for treatment advice. 

If swallowed: Ca ll a Poison Control Center or doctor immediately for treatment advice. 
Have person sip a glass of water if able to swallow. 
Do not induce vomiting unless told to do so by a Poison Control Center or doctor. 
Do not give anything by mouth to an unconscious person. 

Note to Physician: Probable mucosa! damage may contraindicate the use of gastric lavage. 
Have the product container or label with you when calling a Poison Control Center or doctor for 
treatment advice. 
For emergency information on SilvaClean"', call the National Pesticides Informat ion Center at 1-800-
858-7378, 6:30 AM to 4:30 PM Pacific time (PT}, seven days a week. During other times, call the Poison 

Control Center 1-800-222-1222. 

Follow the manufacturer's instructions for cleaning/ maintaining PPE. If no such instructions for 
washables, use detergent and hot water. Keep and wash PPE separately from other laundry. 

ENVIRONMENTAL HAZARDS 
Do not contaminate water when disposing of equipment wash waters. This product is toxic to fish and 

aquatic invertebrates. 

Page 3 of 3 06/09/14 
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U ITED STATES ENVIRO iENTAL PROTECTI ON AGENCY 
WASHINGTON, D.C . 20460 

l't. EDA Unil<.><IS:zte, Qffi f p t• "d p 0 r.N ~~~'.~;rr<,nta1Protect!~'1 ice O es ICI e rograms 

Antimicrobials Divis ion (AD) 

Friday, April 25, 2014 

MEMORANDUM 

Subject: 

From: 

Through: 

To: 

Acute Toxicity Review for EPA Reg. No.: 90335-R 
DP Barcode: D418195 
Product Name: SilvaClean 

. . 7 Ian Blackwell, Biologist _ 
Chemistry and Toxicology Team 
Product Science Branch 
Antimicrobials Division (7510P) 

Karen Hicks, Team Leader 
Chemistry and Toxicology Team 
Product Science Branch 
Antimicrobials Division (7510P) 

Marshall Swindell, PM 33/ Seiichi Murasaki 
Regulatory Management Branch I 
Antimicrobials Division (7510P) 

Applicant: Applied Silver, Inc. 

FORMULATION FROM LABEL: 
PC Code 
72501 

Active Ingredient(s): 
Silver 
Other Ingredient(s): 
Total: 

% by wt. 

22.5 

77.5 
100.0 
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I BACKGROUND: Applied Silver, Inc., has submitted a set of four acute 
toxicity studies in support of the data requirements of their new product, 
"SilvaClean". The submitted label states: "Silva Clean TM is an antimicrobial 

silver treatment for commercial and industrial use on fibe r or textiles." 

There is a discrepancy between the names of the test material and the 

registration product. The tes t material is "SilvaClean Plus"; but, the registration 
product is "SilvaClean". The registrants' 12/20/2013 cover letter clarifies this matter: 
"Some studies to support SilvaCleanTM were conducted under the alternate name 
SilvaClean™ Plus. SilvaClean™ and SilvaClean™ Plus are identical formulas." The 
studies were conducted by Product Safety Labs. 

II RECOMMENDATIONS: 

1. Each of the four submitted studies is acceptable. 

2. The Chemistry and Toxicology Team (CIT) waives the requirement for 
the primary eye irritation study based upon the results of the primary skin 
irritation study. The primary skin (dermal) irritation study d emonstra ted 
the product to be corrosive to skin. As such, this product is also likely to 
be corrosive to eyes. CIT notes that the cover letter did not specifically 
ask for a waiver of the primary eye irritation s tudy. However, it is 
common for registrants to ask for waivers of the eye study when the skin 
irritation study is assigned toxicity category I. If the registrants do not 
agree to have a toxicity category I for primary eye irritation, they will have 
to find some other means of support for this data requirement. 

3. CIT waives the requirement for the dermal sensitization study for 90335-
R based upon the results of the primary skin irritation study. The 
primary skin irritation study demonstrated the product to be corrosive to 
skin. The 40 CFR §158.500 states that the dermal sensitization s tudy is 
"Not required if the test material is corrosive to skin or has a pH of .less 
than 2 o r greater than 11.5." Again, CTI could not find a specific request 
for the waiver of this study. However, it is common for registrants to ask 
for a waiver of the dermal sensitization s tudy when the skin irritation 
s tudy is assigned toxicity category I. If the registrants do not agree to this 
waiver of the dermal sensitization study, they will have to find some other 

means of support for this study. 
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Th fil e acute toxicity pro · e for File Svmbol 90335-R is currentl v: 

Study 
MRID Toxicity 

Study Status 
Number Category 

Acute Oral Toxicity 49270910 III Acceptable 

Acute Dermal Toxicity 49270911 Ill Acceptable 

Acute Inhalation Toxicity 49270912 III Acceptable 

Primary Eye Irritation None I Waived 

Primary Skin Irritation 49270913 I (Corrosive) Acceptable 

i Dermal Sensitization None N onsensitizer Waived 

III LABELING: 

1. The Signal Word is "DANGER" based upon the results of the primary 
skin irritation study and the classification of the primary eye irritation 

study. 

2. The Precautionary Statements must s tate: 

"Corrosive. Causes irreversible eye damage and skin burns. Harmful if 
swallowed, inhaled or absorbed through skin. Do not get in eyes, on skin 
or on clothing. A void breathing spray or mis t. Wear goggles, face shield 
or safety glasses. Wear chemical-resistant apron over coveralls with long
sleeved shirt and long pants, waterproof gloves covering hands, wrists 
and lower forearms. Wash thoroughly with soap and water after 
handling and before eating, drinking, chewing gum, using tobacco or 
using restroom. Remove and wash contaminated clothing before reuse." 

The submitted label from the registrant directs users of this product to 
wear goggles with a face shield. The EPA does not require this; however, 

CIT will allow the registrants to maintain this labeling statement if they 

choose to do so. 

3. The Firs t Aid s tatement should state: 

If in Eyes: 

• Hold eye open and rinse slowly and gently with water for 15-20 
minutes. Remove contact lenses, if present, after the first 5 minutes, 

then continue rinsing eye. 
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• Call a Poison Control Center or doctor for treatment advice. 

If on Skin or Clothing: 

• Take off contaminated clothing. 
• Rinse skin immediately with plenty of water for 15-20 minutes. 
• Call a Poison Control Center or doctor for treahnent advice. 

If Inhaled: 

• Move person to fresh air. 

• If person is not breathing, call 911 or an ambulance, then give artificial 
respiration, preferably mouth-to-mouth if possible. 

• Call a Poison Control Center or doctor for treahnent advice. 

If Swallowed: 

• Call a Poison Control Center or doctor immediately for treahnent 
advice. 

• Have person sip a glass of water if able to swallow. 
• Do not induce vomiting unless told to do so by a Poison Control 

Center or doctor. 

• Do not give anything by mouth to an unconscious person. 

"Note to Physician: Probable mucosal damage may contraindicate the use 
of gastric lavage." 

"Have product container or label with you when calling a Poison Control 
Center or doctor for treahnent advice." 

"For emergency information on [product, use, etc.], call the National 
Pesticides Information Center at 1-800-858-7378, 6:30 AM to 4:30 PM 
Pacific time (PT), seven days a week. During other times, call the poison 
control center 1-800-222-1222." 
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Statements for Contaminated Personal Protective Equipment (Label 
Review Manual, Chapter 10, 6, B): 

"Follow the manufacturer's instructions for cleaning/ maintaining PPE. If 
no such instructions for washables, use detergent and hot water. Keep 
and wash PPE separately from other laundry." 

4. This product meets the Agency requirements for Restricted-Use 
Classification based on data that place it in toxicity category I for primary 
skin irritation and the waiver of the primary eye irritation study. In lieu 
of assigning the product Restricted-Use classification, the product 
manager may consider alternatives such as face shield or goggles (to 
mitigate the identified hazards). Restricted-Use requirements vary 
depending upon use sites, e.g., institutional use, residential use, etc. 
Please refer to the 40 CFR §152.170 for information on Restricted-Use 
products. 

5. Based upon data placing it in toxicity category I for primary skin irritation 
and the waiver of the primary eye irritation study, this product meets the 
Agency requirements for Child-Resistant Packaging (CRP). However, the 
Agency does not require products that are assigned Restricted-Use s tatus 
to be placed in CRP in addition to Restricted-Use Classification. CRP 
requirements vary depending upon use sites, e.g., institutional use, 
residential use, etc. Please refer to the 40 CFR, §157.22 and 157.24 for CRP 
requirements and exemptions. Thus, CTI recommends that this product 
be assigned Restricted-Use classification; if not, this product should at 
least be packaged in CRP. 
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DATA REVIEW FOR ACUTE ORAL TOXICITY TESTING(§ 81-1, 870.1100) 

Up and Down Procedure 

Product Manager: 33 
MRID No.: 49270910 

Review er: I. Blackwell 
Study Completion Date: 12/10/13 

Lab Study No.: 37608 
Testing Laboratory: Product Safety Labs 

Authors: Daniel Merrill, BS, MBA 

Q uality Assuran ce (40 CFR §160.12): Included 

Test Material: SilvaCJean Plus, "colorless, clear liquid" 

Species: Sprague-Dawley derived albino rat 
Weight: 194-210 grams Age: 9-11 weeks 
Source: Harlan Laboratories, Inc. 

Conclusion: 

1. LDso (mg/kg): Males= Not tested 
Females= 1,098 (550-2,000) 

Combined= Not tested 

2. The estimated LDso is 1,098 mg/kg (550-2,000) of body weight. 
3. Tox. Category: III Classification: Acceptable 

Procedure (Deviations from §81-1): None 

Results· 

(Number Deaths/Number Tested) 
Dosage (mg/kg) 

Males Females Combined 

175 Not tested 0/1 ---
550 lot tested 0/3 ---
2000 Not tested 3/3 ---

Observations: hypoactivity, hunched posture, irregular respiration, reduced fecal 
volume, soft feces, dead, eu thanized. 

Gross Necropsy: Lungs slightly red; stomach extremely distended or discolored; 
intestines moderately distended. 
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DATA REVIEW FOR ACUTE DERMAL TOXICITY TESTING (§81-2, 870.1200) 

Product Manager: 33 
MRID No.: 49270911 

Testing Laboratory: Product Safety Labs 
Author: Daniel Merrill, BS, MBA 

Quality Assurance (40 CFR §160.12): Included 

Reviewer: I. Blackwell 
Study Completion Date: 12/12/2013 

Lab Study No.: 37609 

Test Material: SilvaClean Plus, "colorless, d ear liquid" 

Species: Sprague Dawley albino rat 
Weight: Males= 227-287 g; 

Females= 156-194 g 
Source: Harlan Laboratories 

Summary: 

Age: 8-9 weeks 

1. LDso (mg/kg): Males > 2,000 mg/kg b.w. 
Females > 2,000 mg/kg b.w . 

Combined > 2,000 mg/kg b.w. 

2. The estimated LDso is greater than 2,000 mg/kg of body weight. 

3. Tox. Category: Ill Classification: Acceptable 

Procedure (Deviation From §81-2): None 

Results: 
Reported Mortality 

(NUMBER DEATHS/NUMBER TESTED) 
DOSAGE 
(mg/kg) Males Females Combined 

I 200 0/5 0/5 

I 2,000 0/5 0/5 

Observations: Small areas of discoloration at dose site; argyria at dose site; 
desquamation, small areas of superficial eschar; hyperactivity 

Gross Necropsy Findings: No gross abnormalities. 

0/10 

0/10 
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DATA REVIEW FOR ACUTE INHALATION TOXICITY (§81-3, 870.1300) 

Product Manager: 33 
MRID No.: 49270912 

Reviewer: I. Blackwell 
Study Completion Date: 12/12/2013 

Lab Study No.: 37610 

Testing Laboratory: Product Safety Labs 
Author: Daniel Merrill, BS, MBA 

Quality Assurance (40 CFR §160.12): Included 

Test Material: SilvaClean Plus, "colorless, clear liquid" 
Concentration: gravimetric= 0.53 mg/L; nominal= 7.59 mg/L 

gravimetric= 2.05 mg/L; nominal= 55.37 mg/L 

Species: Sprague-Dawley derived albino rat 
Weight: Males= 209-250 g Females= 155-192 g 

Age: 8-9 weeks 
Source: Harlan Laboratories 

Summary: 
1. LCso (mg/L) Males 0.53 < X < 2.05 rng/L 

Females > 2.05 mg/L 
Combined 0.53 < X < 2.05 mg/L 

2. The estimated LCso is (see above) 
3. MMAD: (See Table) µm 
4. Toxicity Category: III Classification: Acceptable 

Procedure (Deviation From §81-3): one 
(Nose-only exposure) 

Results: 
al' Reported Mort ltv 

(NUMBER DEATHS/NUMBER TESTED) 
Exposure Concentration 

Males Females Combined 

0.53 mg/L 0/5 0/5 0/10 

2.10 mg/L 3/5 1/5 4/10 
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Chamber Atmosphere 

Dose Level MMAD GSD Particles < 4.7 µm 

0.53 mg/L 2.6 µm 2.245 µm 80.75% 

2.05 mg/L 2.07 µm 2.04 µm 89.25% 

Chamber Environment 

0.53mg/L 2.05mg/L 

Chamber Volume 6.7 liters 28 liters 

Airflow 36.0 LPM 36.0LPM 

Temperature 20° c 20-22 ° C 

Relative Humidity 27-31 % 34-48% 

Clinical Observations: Hypoactivity, red nasal discharge, ano-genital s taining, 
irregular respiration, ataxia. 

Gross Necropsy Findings: Lungs exh·emely red; lungs extremely dark red and mottled; 
s tomach and intestines extremely slightly, moderately or extremely distended. 
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DATA REVIEW FOR SKIN IRRITATION TESTING (§81-5, 870.2500) 

Product Manager: 33 
MRID No.: 49270913 

Testing Laboratory: Product Safety Labs 
Study Director: Daniel Merrill, BS, MBA 

Quality Assurance (40 CFR §160.12): Included 

Review er: I. Blackwell 
Study Completion Date: 12/12/2013 

Lab Study No.: 37612 

Test Material: SilvaClean Plus, "colorless, clear liquid" 
Dosage: 0.5 m L 

Species: New Zea land albino rabbit 
Weight: Not reported 
Source: Robinson Services, Inc. 

Summary: 

1. Toxicity Category: I (Corrosive) 

2. Classification: Acceptable 

Age: "young adult" 

Procedure (Deviations From §81-5): The lab used 3-minute, 1-hour and 4-hour 
exposures. The facility only exposed one test anima l per each times exposure. 

Procedures: 

Results: Twenty-four hours after (the four hour) exposure, the s ingle tes t animal 
displayed very sl ight erythema, slight edema with brown discoloration at dose site. 

Forty-eight hours after (four hour) exposure, the single treated subject displayed severe 
erythema, moderate edema, green discoloration at the dose site and corrosion. 

Special Comments: Severe erythema, g reen discoloration and corrosion 48 hours after 
exposure with both the one- and four-hour treatments. 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

&EPA ~~mt::;alfJrot~Cl>~ Office of Pesticide Programs 

EPA Reg#: 90335-R 

Product name: SilvaClean TM 

Antimicrobials Division (AD) 

May 20, 2014 

DP Barcode: 418194 
Submission #: 945337 
Registrant: Applied Silver, Inc. 

Reviewer' s name: Juan F. Negron AD/PSB/CTT- Product Chemistry Review 
Agency due date: 06/ 13/2014 PSB received date: 2/24/14 
CTT received date: 2/24/1 4 Science received date: 2/25/1 4 
Formulation type: EUP Pesticide Category: 
Integrated system: [l Non integrated system: f xl I Food use: [] I Non food use: [xl 
Action Code: A540 Date Completed: 05/12/ 14 
PC .@ode- ' CAS #; 

,._.,, 
Active ~ gredient Names ~ · . ~ ····;:~ % wt(label) -

072501 7440-22-4 Silver 22.5 
Molecule structure (optional): 

Ag 
MRID(s): 49270900, 49270901 - 49270908 
Approver: Karen P. Hicks I Approved date: 05/20/14 
Guideline: 830 Group A & B 
Comments: 

/1 
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UNITED STATES ENVlRO ME TAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

MEMORANDUM 

Subject: 

From: 

Thru: 

To: 

APPLICANT: 
Action code: 
Due date: 

Product Formulation 
Active Ingredient 

Antimicrobials Division (AD) 

May20,2014 

Product Chemistry Review for EPA Reg # 90335-R. 
Product name: SilvaClean ™ 
DP #418194 

Juan F. Negron, Chemist fft 
Product Science Branch,p Team 
Antimicrobials Division (75 1 OP) 

Karen P. Hicks, CT Team Leader 
Product Science Branch 
Antimicrobials Division (751 OP) 

Marshall Swindell / Seiichi Murasaki 
PM Team 33 

Applied Si lver, Inc. 
A540 
06/13/2014 

% by wt. 

Silver ..... .. ....... ....... .... .. .. 22.5 
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BACKGROUND: 

On behalf of the registrant, Applied Silver, Inc., the consultant, Scientific & Regulatory 
Consultants, [nc., submitted a new End-Use Product (EUP) as an integrated system. The product, 
SilvaClean ™, is to be used to treat articles under the Treated Articles Exemption based on 
guidance provided in a meeting with AD staff on March 27, 2013. The product is applied to 
textiles (cotton and cotton/polyester blend fabrics) after each laundering to ensure and maintain 
effectiveness against stain-and-odor-causing bacteria. The product is an antimicrobial silver 
treatment for textiles for commercial and industrial use. The product is effective in inhibiting the 
growth of bacteria in treated articles. The Product Chemistry Reviewer has reviewed the 
following documents: 

• A letter, dated 12/20/13. MRJD # 49270900. 
• A draft label, dated 12/20/13. 
• Email, dated 05/09/14. 
• Confidential Statements of Formula (CSFs), dated I 2/20/13 & 05/08/14, for the basic 

and alternate (#I) formulations. 
• Certificate of analysis (COA) for the raw active ingredient. 
• Data matrix, dated 12/20/13. 
• Transmittal document, dated 12/20/ 13. 
• Application for pesticide registration, dated 12/20/13. Section ll shows a PRIA Code 

A500, new use for an existing active ingredient (AI). 
• Certification with respect to citation of data, dated 12/20/2013. 
• Study titled "PRODUCT CHEMISTRY Discussion and Data Waivers" Volume 2 

MRID # 49270901. 
• Study titled "Product Chemistry Identity, Composition and Analysis" Volume 3 MRlD 

# 49270902. 
• Study titled" SilvaClean ™ Plus: Preliminary Analysis - Silver" Volume 4 MRJD # 

49270903. 
• Study titled "SilvaClean TM Plus: Preliminary Analysis - Silver" Volume 5 MRID # 49270904. 
• Study titled "SilvaClean TM Plus Preliminary Analysis, Impurities Only" Volume 6 MR!D # 

49270905. 
• Study titled "SilvaClean IM Plus Preliminary Analysis, Impurity Only'' Volume 7 MRID # 

49270906. 
• Study titled "SilvaCleanTM Plus: Physical and Chemical Characteristics: Color, Physical State. 

Odor, Oxidation/Reduction, pH, Viscosity, and Density/Relative Density" Volume 8 MR!D # 

49270907. 
• Study titled "SilvaClean™ Plus: 14-Day Combined Accelerated Storage Stability and Corrosion 

Characteristics Study" Volume 9 MRID # 49270908. 

FINDINGS: 

1. 

2. 

,., 
.) . 

The CSFs, dated I 2/20/ 13, for the basic and alternate (#1) formulations are obsolete. The 
registrant decided to eliminate alternate# I formulation by including the supplier for the 
Al as part of the basic formulation. 
The CSF, dated 05/08/ 14, for the basic formulation is revised. 

The CSF and the label have the same nominal concentration for the Al. 

90335-R DP# 418194 Page 3 of 11 
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4. All components meet the EPA Standard Certified Limits. 

5. The registrant conducted five batches of analysis. The result of those assays are as 
follows: 
Sample (Lot #) 

Avg% 
Sample (Lot #) 

% Avg% 
MRJD %Ag MRID 

#49270903 
Ag 

#49270904 
Ag Ag 

20.4 22.4 
AMG-0006-2 2 l. I 21.1 AA-0008-4 22.2 22.4 

21. l 22.4 
21.5 23.4 

AMG-0006-3 2 1.7 2 1.8 AA-0001- 1 23.5 23.3 
22.1 22.9 
23.2 21.9 

AMG-0013-1 3 23.5 23.5 AA-0003-1 2 1.7 21.8 
23.7 2 1.9 
22.2 22.2 

AMG-0014-1 22.7 22.6 AA-0008-1 22.1 21.9 
22.8 21.5 
23.2 22.4 

AMG-0015-1 3 23.2 23.4 AA-0008-3 22.9 22.6 
23.8 22.3 

Completed on Completed on 
12/ 13/13 for 12/ 13/13 for 
silvaClean Plus silvaClean Plus 

Five lots of the test substance, identified as SilvaClean TM Plus. were received on October 24, 2013 

MRID #49270903 (See MRID # 49270906 for impurities) 
Lot # PSL Reference Number 
AMG-0006-2 13 I 024- 14G 
AMG-0006-3 131025-1 SG 
AMG-0013-1 131024-16G 
AMG-0014-1 131024-l?G 
AMG-0015-1 131024- ISG 

' 
MRID #49270904 (See MRID # 49270905 for impurities) 
Lot # PSL Reference Number 
AA-0008-4 I 3 I 024-30 
AA-0001-1 131025-4G 
AA-0003-1 13 1024-5G 
AA-0008-1 13 I 024-6G 
AA-0008-3 13 1024-7G 
The registrant conducted a preliminary analysis for impurities (see MRID # 49270905). 
In this s tudy the limit of quantification (LOQ) and the limit of detection (LOD) have been 
reported along with the linearity. The laboratory conducted the assay using the lot # shown on 
MRID # 49270904. The laboratory proceeded for determination of impurities by inductively 
coupled plasma/mass spectrometry (ICP/MS) for sodium, zinc, nickel, & lead (see MRID 
#49270905 & 49270906). The study was completed on 12/ 18/13. The LOQ for impurities are 
shown to be 0.005 ug/ml except for lead which is 0.001 ug/ml 

90335-R DP# 4 18194 Page 4 of 11 



217

6. The registrant conducted an accelerated storage stability study for (0, & 14) days @ 40°C 
(± 2°C) and the results are as follows: (Study titled "SilvaClean™ Plus: 14-Day Combined 
Accelerated Storage Stability and Corrosion Characteristics Study" Volume 9 MRID # 49270908) 

SilvaClean™ Plus, 
Concentration Ag = 22.5 

Accelerated storage stability (a), 54°C ± 2°C 
Sample ID Rep %Ag Average(%) Days 

1 22.4 
2 22.2 
3 23.0 22.4 0 

Lot # : AA-0008-4 
4 22.2 
5 22.4 
1 22.3 
2 22.4 22.2 14 
3 21.9 

Results of the assay meet the EPA Standard Certified Limits. 

7. The Corrosion characteristic study reveals that the container (test system) in this study 
was lime-green high density polyethylene with a spray cap apparatus. The test substance 
remained essentially unchanged in appearance from baseline. 

CONCLUSIONS: 

The CSF, dated 5/08/14, for the basic formulation is acceptable. The registrant 
decided to update the CSF showing one CSF. The registrant realized that there was no 
need to request wider certified limits since data shows not to support wider certified 
limits. Therefore, the registrant decided to use the EPA Standard Certified Limits. The 
OPPTS 830 Group (A & B) guidelines for product chemistry data requirements 
applicable to end-use products have been met. 

90335-R DP# 4 18194 Page 5 of 11 



218

PRODUCT CHEMISTRY REVIEW 

I. CONFIDE TIAL STA TEME T OF FORMULA 

a. Type of formulation and source registration: 

• Non-integrated formulation system [] 

• Are all TGAis used registered? Yes [ l o [ ] 

• Integrated formulation system [X] 

• Jf "ME-TOO," specify EPA Reg. No. of existing product: _ __ _ 

b. Clearance of inert ingredients for non-food use: 
Yes [x] No[] NA [J 

c. Physical state of product: Liquid. 

d. The chemical IDs and analytical information (including that for the TGAls), density, 
pH, and flammability are consistent with that given in 830 Series, Group B. 

e. The NCs and CLs are acceptable. 

f. Active ingredients 

Silver 

NC 
(%) 

22.5 

LCL 
(%) 

21.8 

Yes [x]No [] 

Yes [x]No [] 

UCL 
(%) 

23.2 

• Do al l impurities of toxicological significance have a UCL? 
Yes [ ) No [ ) Not applicable r x] 

• Have all impurities of 2: 0.1 % in the product been identified? 
Yes [ ] o [ ] Not applicable [x] 

90335-R DP# 418194 Page 6 of 11 
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II PRODUCT LABEL 

a. The active ingredients statement (chemical 1Os and NC) is consistent with the 
CONFIDENTIAL STATEMENT OF FORMULA. Yes [x] o [ ] 

b. The formula contains one of the following: 

• I 0% or more of a petroleum disti llate: 
• 1.0% or more of methyl alcohol: 
• sodium nitrite at any level: 
• a toxic List l inert at any level: 
• arsenic in any form: 

Yes [ ] 

Yes l ] 
Yes [ ] 
Yes [ ] 
Yes [ ] 

o [x] 
No [x] 

o [x] 
No [x] 

o [x] 

c. If"yes" to any of the above, does the inert ingredients statement contain a footnote 
indicating this? Yes [ ] No [ ] Not applicable [x] 

d . Appropriate warning statement( s) regarding tlarnmabil i ty or explosive characteristics 
of the product are I isled on the label. 

Yes ( ] No [ ] Not applicable [x] 

e. The storage and disposal instmctions for the pesticide container are in compliance 
with PR otice 84-1 for household use products or PR otice 83-3 for all other uses. 

Yes[] No[] 

f. The product requires an expiration date at which time the NC falls below the LCL 
(based on the 1-year storage stability data or other information). 

Yes [x) No[] 

90335-R DP# 418 I 94 Page 7 of II 
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Table A: 
Product Chemistry (Series 830, Group A) 

Data Requirements Acceptance of Information MRJD No. 
830.1550 Product Identity A 49270902 

830.1600 Description of Materials A 49270902 
830.1620 Production Process A 49270902 
830.1650 Formulation Process A 49270902 
830.1670 Formation of Impurities A No new chemical entities are created 49270902 

during the manufacture of SiJvaClean™. 
Therefore, no new impurities are formed in 
the manufacturing process. 

830.1700 Preliminary Analysis A 49270903, 
49270904 

830.1750 Certified Limits See CSF 49270902 
830.1800 Enforcement Analytical A Atomic absorption spectrophotometry 49270902 
Method 
830.1900 Submittal of Samples A Available upon request. (see email dated 

05/08/14) 
Explanation: A=acceptable; N=not acceptable; NA=technically not applicable: NR=not 
required); G=data gap; U=requires upgrading; W=waived; £=EPA estimate. 

90335-R DP# 418194 Page 8 of 11 
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Table B: 
Physical and Chemical Characteristics (Series 830, Group B) 

Physical/Chemical Acceptance Value or Qualitative Description MRID 
Properties* of Data No. 

830.6302 Color A [Not required for end-use products.] 49270901 , 
However, the registrant indicated that it 49270907 
is colorless ~ 20 °C. 

830.6303 Physical State A Clear Liquid @ 20 °C. 49270903, 
49270907 

830.6304 Odor R [Not required for end-use products.] 49270907 
However, the registrant indicated that it 
is odorless @ 20°C. 

830.6313 Stability to Normal NR [Not required for end-use products.] 49270901 
and Elevated Temperatures, 
Metals, and Metal Ions 
830.63 I 4 Oxidation/ Reduction; A However, the registrant indicated that it 49270907 
Chemical Incompatibility is: Compatible in water, 10% mono-

ammonium phosphate, iron powder, & 
Kerosene, except 10% potassium 
permanganate. 

830.6315 Flammability/ Flame A Contains no flammable ingredients. 49270901 
Extension 
830.63 16 Explodability A Contains no explosive ingredients. 49270901 

830.6317 Storage Stability A The registrant conducted an accelerated 49270908 
storage stability study for (0, & 14) 
days. The sample was stored at room 
temperature in the absence of light. 
Two sample were stored @ 54 °C ± 2 
°C. Vol 9 

830.6319 Miscibility A Not an emulsifiable liquid for dilution 49270901 
with petroleum solvents. 

830.6320 Corrosion A The registrant conducted an accelerated 49270908 

Characteristics storage stability study for (0, I 5, 30, & 
45) days. The container of the product 
was solid brown high-density 
polyethylene (HOPE). Vol 9 

830.6321 Dielectric Breakdown A Not to be used in/on/around electrical 49270901 

Voltage equipment. 

830. 7000 pH2 A 1 % soln, the pH is 5.77 ± 0.01 @ 20°C 49270907 

830.7050 UV/Visible NR [Not required for end-use products.} 49270901 

Absorption 
830.7100 Viscosity A 0.9 cSt/s ± 0.004 @ 20°C; 49270907 

0.6 cSt/s ± 0.00 l @ 40°C 
830. 7200 Melting Point/Melting NR [Not required for end-use products.] 49270901 

Range 

90335-R DP# 418194 Page 9 of 11 
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PhysicaVChemical Acceptance Value or Qualitative Description MRID 
Properties* of Data No. 

830.7220 Boiling Point/Boiling NR [Not required for end-use products.! 49270901 
Range 
830.7300 Density/Relative A 1.402 g/ml @ 20°C 49270907 
Density/Bulk Density 
830. 73 70 Dissociation NR [Not required for end-use products.} 49270901 
Constants in Water 
830.7520 Particle size, fiber A SilvaClean™ contains 22.5% si lver 49270901 
length, & diameter distribution from 35.4% silver nitrate. Applied 

Silver was directed by EPA to test 
particle size for a metallic si lver 
product by comparing filtration results 
to a control, specifically silver nitrate. 
(Dr. Jed Costanza, teleconference, May 
9, 2013 and confirming emails from 
July, 2013) Thus, particle size data is 
not needed since it is well known that 
si lver nitrate produces ionic silver with 
a particle size of < 1 nm. 

830. 7550/830.7560/830.7570 NR [Not required for end-use products.] 49270901 
Partition Coefficient 
830.7840/830.7860 Water NR [Not required for end-use products.] 49270901 
Solubil ity 
830.7950 Vapor Pressure NR {Not required for end-use products.} 49270901 

A=acceptable; =not acceptable; A=technically not applicable; R=not required); G=data gap; 
U=requires upgrading; W=waived; E=EPA estimate. 

90335-R DP/1 418194 Page IOofll 
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Table B: Data Waiver Requests for Silver TGAI for Silver RED based on information 
provided in the 1992 Silver RED and 40 CFR Part 158W. 
Physical and Chemical Characteristics (Series 830, Group 8) 

Physical/Chemical Acceptance Value or Qualitative Description MRJD 
Properties* of Data No. 

830.6302 Color Metallic 4927090 1 
830.6303 Physical State Solid 49270901 
830.6304 Odor None 49270901 
830.6313 Stability to Normal Stable to sunlight and metal/metal ions. 49270901 
and Elevated Temperatures, 
Metals, and Metal Ions 
830.6314 Oxidation/ Reduction; 49270901 
Chemical Incompatibility 
830.6315 Flammabi lity/ Flame Not required for TGAI 49270901 
Extension 
830.6316 Explodability Not required fo r TGAJ 49270901 
830.6317 Storage Stability Not required for TGAI 49270901 

830.6319 Miscibility Not required for TGAI 49270901 
830.6320 Corrosion Not required for TGAI 49270901 
Characteristics 
830.6321 Dielectric Breakdown Not required for TGAl 49270901 
Voltage 
830.7000 pH2 NA 49270901 
830.7050 UVNisible NA 49270901 
Absorption 
830.7100 Viscosity Not required for TGAI 49270901 
830. 7200 Melting Point/Melting 960.5 °C 49270901 
Range 
830.7220 Boiling Point/Boiling 2000 °C 49270901 
Range 
830.7300 Density/Relative 10.49 g/mL at 15° C 49270901 
Density/Bulk Density 
830. 7370 Dissociation 49270901 
Constants in Water 
830.7520 Particle size, fiber 
lernrth, & diameter distribution 
830. 7550/830. 7560/830.7570 
Partition Coefficient 
830.7840/830.7860 Water ot soluble in water. 49270901 

Solubility 
830.7950 Vapor Pressure NA 49270901 

A=acceptable; =not acceptable; NA=technically not applicable; NR=not reqmred); G=data gap; 
U=requires upgrading; W=waived; E=EPA estimate. 
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Negron, Juan 

From: 
Sent: 
To: 

dswain@srcconsultants.com 
Thursday, May 08, 2014 11 :40 AM 
Negron, Juan 

Subject: SilvaClean (EPA Reg. No. 90335-R) 

Good morning Juan, 

Thank you for your call. 

In support of SilvaClean (EPA Reg. No. 90335-R) by Applied Silver, Inc. 

For OPPTS Guideline 830.1900 - Submittal of Samples. 

"Samples available upon request." 

Please send the CSF template in Word Version. 

Thanks for your help. 

Best regards, 

David 

David Swain 
Scientific & Regulatory Consultants, Inc. 
P.O. Box 1014 I Columbia City, IN 46725 
260.244.6270 I www.srcconsultants.com 

Tith e-111ail is i11l( •1Hi<·d lor tht' use ol tlw .i<ldrcss('<'(s) ,111ly ,111d 111.1v nmt;1111p11vti(•g1·d. 1 n11fid,:11ti.11. or p·•ip1 ii-l.11 \ 
inlor111,1tio11 th;ll -; ex(•lnrt from disdosur(' 11nde1 l:lw. If yo11 !J;1v( , C'r1'iv1•d 1lli, 111t.".:,;1g<' 111 (•i-1 Pr. 11k,1s1· mf"1 m 11s 111 nrnpt h· 
hv rerl.v 1•-111;11I. 1lwn dPlPti· llw r,-m,1il and desLrny any prinl•·d ·01w 

1 
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Negron, Juan 

From: 
Sent: 
To: 
Subject: 
Attachments: 

Hi Juan, 

dswain@srcconsultants.com 
Friday, May 09, 2014 3:07 PM 
Negron, Juan 
RE: SilvaClean (EPA Reg. No. 90335-R) 
CSF _basic formula SilvaClean 050814.pdf; CoA Alfa Aesar AA-0001.pdf; CoA AMG-0006.pdf 

Please find attached the revised CSF for SilvaClean, 90335-R. I believe I have revised all the items we talked about. 

I have also attached a COA from both suppliers. I wasn' t sure which supplier you needed so I am sending both. 

Finally, as we spoke about, one of the values for the Preliminary Analysis study Volume 5, MRID 49270904 for lot AA-
0001-1 was 23.3%. This is slightly higher than the upper certified limit in box 14a of (23.2%). Let me know if you want 
me to revise this box to say 23.3% to account for that one result. 

Let me know if you have any questions. Have a great weekend. 

Best regards, 

David 

David M. Swain 
Scientific & Regulatory Consultants, Inc. 
Phone: 260-244-6270 

From: Negron, Juan [mailto:Negron.Juan@epa.gov] 
Sent: Thursday, May 08, 2014 3:10 PM 
To: dswain@srcconsultants.com 
Subject: RE: SilvaClean (EPA Reg. No. 90335-R) 

FYI 

From: dswain@srcconsultants.com [mailto:dswain@srcconsultants.com] 
Sent: Thursday, May 08, 2014 11:40 AM 
To: Negron, Juan 
Subject: SilvaClean (EPA Reg. No. 90335-R) 

Good morning Juan, 

Thank you for your call. 

In support of SilvaClean (EPA Reg. No. 90335-R) by Applied Silver, Inc. 

For OPPTS Guideline 830.1900 - Submittal of Samples. 

"Samples available upon request." 

Please send the CSF template in Word Version. 
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Thanks for your help. 

Best regards, 

David 

David Swain 
Scientific & Regulatory Consul tants, Inc. 
P.O. Box 1014 I Columbia City, IN 46725 
260.244.6270 I www.srcconsultants.com 

This e -mail is intended for t he use of the addressee(s) only and may contain privileged, confidential. or proprietary 
information that is exempt from disclosure under law. If you have received this message in error, please inform us promptly 
by reply e-mail, then delete the e-mail and destroy any printed copy. 

2 
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PRIA 3 - 21 Day Content Screen Review Worksheet 
(EP N OPP Use Only) 

1
., September 20 12 

2 1 Day Screen Start Date: / c7' - J 3 -( 3 
Experts In-Processing Sign-atu-...c..re-:-----'--§-. b- . -----D-a-te-/4-~~ -..X, - / 3 Fee Paid: Yes ✓ 
Divis ion management contacted on issues No ___ Yes ____ Date ______ _ 

EPA Reg. Number: C/0335- ~ EPA Receipt Date: /) -~3 -13 

Items for Review Y es No 
,___ _ 

1 
A pplication Form (l:.PA Form 8570-1 ) signed & complete including package 
type >( 

Confidential Statement of Formula all boxes completed, form signed, and )( 
dated (Ll'A h.>nn 8570---f) 

2 
a) A ll 111c.:n~, including fragrances, approved fo r the proposed yes no 

uses (see Footnote A) . 
A r ,; 1 t/f "11 ~ w -, 1-,, C rt1 I ,, 

3 
Certification with Respect to Citation of Data (1-·:Pi\ I \111~1 857<1-_v±) 
completed and signed (NIA if I 00% repack) X 
Certi ficate and data matrix consistent K. 
If applicant is re ly ing on data that are compensable, is the offer yes no 

~ -'fl 

to pay statement included. (see Footnote B) 

If applicable, is there a letter of Authorization for exclusive use only. 

4 
Formulator's Exemption Statement (bPA l·orm 8570-27) completed and 
signed (N/ A if source is unregistered or applicant owns the technical) 

Data Matrix (l ::PA Form 8570-JS) both internal and external copies (PR 98-5) 
X completed a nd signed (NIA if JOO% repack) 

yes no 
5 a) Selective Method (Fee category experts use) X 

b) Cite-All (Fee category experts use) . 
~ 

c) Applicant owns a ll da ta (Fee category experts use) ;t ... , -

6 5 Copies of Label (Elec tronic. la bels on CD are encouraged and guidance is X available) 

7 
Is the data packat?.e consistent with PR Notice 86-5 1'_ 

I 

8 Notice of Fili111.1 included with netition.s 

NIA* 
- -

' .. . . 

·'" 
"( I •• ; :J 

t . 
' -, .,, 
"<~, 

)( 

,._ .• .'!. 

, 
.} 

~ 

' 
I 

-

)(.. 
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9 If applicable for conventiona l applications, reduced risk rationale 

Required Data and/or data waivers. See Footnote C. 

a) List study (or studies) not included with application 

IO 

Comments: s -I- lt ol i .p J p ,; J" .f I ) I I - .J 

J (" 'f c l f .e n 'f Ci JI (JI Jn 6 

1f\ -er t r + o r i.' 1.,, ,· e '1..- . 
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* NIA - Not A pplicable 

Footnotes 

A. During the 2 1 day initia l content review, all CSFs wil l be reviewed to determ ine 
whether all inerts listed, inc luding fragrances, are approved for the proposed uses or have 
an application pending with the Agency. !fan unapproved ine,1 with no application 
pending with the Agency is identified, the applicant must either I) resolve the inert issue 
by, for example, removing the inert, substituting it with an approved inert, submitting 
documentation tha t EP A approved the inert for the proposed pesticidal uses, correcting 
mistakes on the CSF, etc. or 2) provide the data to support OPP approval of the inert or 3) 
withdraw the application. Removing or substituting an inert ingredient will require a new 
CSF and may require submission of data. All information. forms. data and 
documentation resolving the inert issue must have been received by the Agency or the 
appl ication withdrawn within the 2 1 day period, otherwise. the Agency wi ll reject the 
appl ication as described below. 

To successfu lly complete this aspect of the 21 day initia l content screen, applicants are 
strongly encouraged to verify that all inert ingredients have been approved for the 
application 's uses or have an application pending with the Agency even if a product is 
currently registered by consu lting the 111ert v\ eb sire and if the inert is not approved nor 
has an application pending with the Agency, to obtain the necessary inert approval 
prior to submitting an application to register a pesticide product containing that 
inert ingredient. Some inert ingredients are no longer approved for food uses or certa in 
types of uses. The name and/or CAS number on a CSF must match the name and CAS 
number on this web site. Simple typographical errors in the name or CAS number have 
resulted in processing de lays. 

If an inert is not listed on the inert ingredient web site and the applicant bel ievcs that the 
inert has been approved, the applicant should contact the Inert Ingredient Assessment 
Branch (JIAB) at incnsbra1H.:htli!epa .gov and resolve the issue. Copies of the 
correspondence with llAB resolving the issue shou ld accompany the application. All 
new inerts except PIP inerts are reviewed by IIAB. The IIAB should also be contacted 
for any questions on what supporting data needs to be submitted for and the Agency's 
inert review process. Questions on PIP inerts should be directed to the Chki"tll" 
;\ 1 icrobia I Pesticides Branch. 

When a brand, trade, or proprietary name of an inert ingredient is li sted on a CSF, 
additional information such as an alternate name of the inert, CAS number or other 
in formation must a lso be included to enable the Agency to determine if it has been 
approved. Each component of an inert mixture (including a fragrance) must be 
identified. In some cases, the supplier of the mixture or fragrance may need to provide 
thi s information to the Agency. Prior to the Agency's receipt of an application , 
applicants must arrange with a proprietary mixture or fragrance supplier to provide the 
component information to the Agency or promptly upon EPA's request. If the inert 
ingredients in a proprietary blend (including fragrances) cannot or are not identified or 
provided within the 2 1-day content review period, the Agency will reject the application . 

3 
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During the 2 1 day content review, applicants should submit information to the individual 
identified by the Agency when the applicant is informed of an unapproved inert. 

Unapproved Inerts Identified on CSFs 

All applications except conventional new products and Pl Ps 

Once an unapproved inert is iden tified on a CSF, the Agency will contact the 
applicant with the fo llowing options: 

I. Correct the application by, fo r instance, correcting the inert's identity or CAS 
number, provid ing documentation that the inert has been approved, or 
removing the unapproved inert from the CSF or replacing it with one that is 
approved for the application' s uses; or 

2. Provide the required information necessary to identify an inert approval 
app lication that is pending with the Agency; or 

3. Submit the information and data needed fo r the Agency to approve the 
unapproved inert. lfthis option is selected and implemented, the Agency may 
request an extension in the PRIA decision review timeframe to accommodate 
the inert review/approval process; 

4. Withdraw the application (the Agency retains 25% of the full fee for the fee 
category estimated); or 

If none of these options is selected and implemented by the applicant within the 
2 1 clay content review period, the Agency will reject the appl ica lion and retain 
25% of the full fee of the category identified. 

Conventional New Product Applications 

When the Registration Division identifies an unapproved inert on a CSF with an 
application for a new product that the applicant has not identified as requiring an 
inert approval (R300 or R301 ), it will contact the applicant with the fo llowing 
options: 

I. Correct the appli cation by. for instance, correcting the inert's identity or CAS 
number, providing documentation that the inert has been approved. or 
removing the unapproved inert from the CSF or replacing it with one that is 
approved for the application's uses; or 

2. Submit the information and data needed for the Agency to approve the 
unapproved inert, including any required petition to establish or amend a 
tolerance or exemption from a tolerance. (This option may change the PRIA 
category for the application. which could require a longer decision review 
time and a larger fee. If additional fees are due. they must be received by the 
Agency within the 21 day content review period.) 

4 
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3. Withdraw the application (the Agency retains 25% of the full fee for the fee 
category estimated); or 

If none of the above options is selected and implemented during the 21-day 
content-review period, the Agency wi II reject the application and retain 25% of 
the appropriate fee for the new product-inert approval category. 

PIP Applications 

When the Biopesticide and Pollution Prevention Division identifi es an 
unapproved inert on a PIP CSF and a request to a pprove the inert does not 
accompany the application, it will contact the applicant with the fo llowing 
options: 

I. Correct the application by, fo r instance, correcting the spelling or name of the 
inert to that in 40 CFR 174, or providing documentation that the inert has been 
approved; or 

2. Submit the in formation and data needed for the Agency to approve the 
unapproved inert. Ir an inert ingredient tolerance exemption petition is 
required, the petition must be received by the Agency and the B903 foe paid 
within the 21 day period. Ir this option is selected and implemented, the 
Agency will discuss harmonizing the timeframe for both actions. 

3. Withdraw the appli cation (the Agency retains 25% of the lull fee for the lee 
category estimated); or 

If none of the above options is selected and implemented during the 2 1 day 
content review peri od, the Agency will reject the application and retain 25% of 
the fee. 

B. A policy on documentation ofoffers to pay is still being developed, however, for a 
me-too or fast track (similar/ identical) new product, R300 or A530, an application 
without the necessary authorizations of offers to pay will be placed into either R301 or 
A53 I. The Agency recommends that authorizations of offers to pay be submitted with 
other PRIA applications to avoid delays in the Agency's decision. 

C. Biopesti cide applicants are advi sed to contact the Agency and discuss study waivers 
prior to submitting their application to the Agency. Documentation of such di scussions 
should be submitted with the study wa iver. 

5 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

December 30, 2013 

OPP Decision Number: 0-486319 
EPA File Symbol or Registration umber: 90335-R 
Product Name: SilvaClean 
EPA Receipt Date: 23-Dec-20 13 
EPA Company Number: 90335 
Company Name: APPLIED SIL VER, INC 

SALLY HAYES 
SCIENTIFIC & REGULATORY CONSULTANTS INC 
APPLIED SIL VER, fNC 
PO Box 1014 
COLUMBIA CITY, 1N 46725-

Of.FICE OF Cl IEMICAL SAFETY 
AND POLLUTION PREVENTION 

SUBJECT: Receipt of Registration Application Subject to Registration Service Fee 

Dear Registrant: 

The Office of Pesticide Programs has received your application and certification of 
payment. If you submitted data with this application, the results of the PRN-2011-3 screen will 
be communkated separately. During the administrative screen, the Office of Pesticide Programs 
has determined that this Action is subject to a Pesticide Registration Service Fee as defined in 
the Pesticide Registration Improvement Act. 

The Action has been identified as Action Code: A540 

NEW PRODUCT;NON-F AST TRACK;FIFRA SEC. 2(MM) USES; 

No additional payment is due at this time. Unless it becomes necessary to revise the 
PRIA code assigned to this action, we will process a refund of your $7,293 overpayment after 
processing has been completed. 

If you have any questions, please contact the Pesticide Registration Service fee 
Ombudsman at (703) 308-6427. 

Sincerely, 1 l ,u ..:LLL L / ~-""},~ 
Front End Processing Staff 
Information Technology & Resources Management Division 
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' ' , . 

!Fee for Service! {9453379--

This package includes the following 

c•) New Registration 

0 Amendment 

for Division 

(e) AD 
0 BPPD 
0 RD 

t111 Studies? ° Fee Waiver? 

u volpay % Reduction: _ 
Risk Mgr. @J 

- ·• - - -- - - - --

Receipt No. S- 1 945337 I 
EPA File Symbol/Reg. No. I 90335-R I 
Pin-Punch Date: I 12/23/2013 I 

~ l This item js NOT subje to FFS action. 
-

I 
- Ac1toTII eodB. Parent/Chi I'd Decisions: 

Requested: ! 1~ ~~~~~~ Sf~ ✓' 
Granted: 

- = -

_i ~fnountDue: r ~&~~ ; I _ 

o Inert Cleared fqr Intended Use- u Uncleared Inert in Product 

Revie~-~r £~ L/: Date: I t;2/,p0/f3 
Remarks:~ s J-f!;M1..-f &ulin//1.J!{X_;} A 800 mid$ !'1, ,ls . 

7

1-/atUr; ltf0 
,, -Jhl · ?eifl sk(U.(lcfkiL{)J/Yl A sl-/-,O h.Rr!CUJ~ a ·· -' Sl/w u 

' 1~ (v,,eD?li'/1( aj is/lf ~ «cf r/ Pf~et ./oc,,~ "':~Jl/2,B,C ~ - . 

V.t_d$-/:> bL '130oofd_) 
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.s: § TJ ~ 
Regulatory Type: IP~ R~ etion - Section3 

Applicslion Type: ~ eg~ __ -_-_-. ___ ...,;.; _ __,, 

Company: pos35 l 

~nDate: 

• Front ~ndJ)ate; 

OPP'Target~ ate: 

~-r~ D - ~ 
Jl~~lpt,..:_0if§.vrlptioh: • ~ · 
..:.. -submission # 5171 . Application for pesticide registration. 

~:. 

. . 
~ 

Wt· 

0 fTes] Q No 

Billal:)le: 0 Yes Q No 

-... 

Print Letter ] 

. [ Enter More Information \ 

I Tree king J 

I 

I 

\ ~ 

I 
i 

;J 
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therber@srcconsultants.com 

Subject: FW : Pay.gov Payment Confirmation: PRIA Service Fees 

---------- Forwarded message ----------
From: <pavgovadmin(iilmail.doc.twai.gov> . 
Date: Tue, Dec 17, 2013 at 3:24 PM 
Subject: Pay.gov Payment Confirmation: PRIA Service Fees 
To: "paul(a),applicdsil vcr.com" <paul(i.i),appl icdsi lvcr.com> 

Your payment has been submitted lo Pay.gov and the details are below. If you have any questions or wish to 
cancel this payment, please contact Pay.gov Customer Service by phone at ( 800) 624-13 73 or by email al 
pav .!.!.OV .c lcv(ci),clev. frb.org. 

Application Name: PRIA Service Fees 
Pay.gov Track ing 10: 25DJ6O5D 
Agency Tracking ID: 74544537774 

Account Holder Name: Applied Silver LLC 
Transaction Type: ACH Debit 
Transaction Amount: $ 12, 156.00 
Payment Date: Dec 18, 2013 
Account Type: Business Checking 
Routing Number: 122000247 
Account N umber: ************8322 

Transaction Date: Dec 17, 2013 6:24:25 PM 
Total Payments Scheduled: 1 
Frequency: OneTime 

\ Decision N umber: \ 

I Registration umber: i 
Company Name: Appl ed S ilver, lnc. 

\ Company Number: 90 35 
\ Action Code: A500 1 

•·- I er. 

THIS IS~N AUTOMATED MESSAGE. PLEA DO NOT REPLY. 

I 

I I . 

CONl'IDENTIALITY W,\RNING T!,c contents of'1h1s e-mail and any auachn •nt arc 1!1c property of Applied Silver, Inc. and are 1111cnded for the addressee only An) reader of . 
this rne~sai;c who 1s no1 the ,mended rtc1p1en1 or 1hc employee or ai;cnl rcspons blc to deliver 10 1he 1n1cndcd rcc1p1en1, is rotificd 1ha1 any d1ssc111ma11on. d1s1nbu11<ln or copying ol 
this comnwn1ca11on 1s s1ric1ly prolubi1i:d If you receive 1his communication in rror please no11fy u., irnmcdm1cly and dclclc all copies from your compuler S\Stcm 

--.. .. 
Tony Herberl2/18/2013 4:48 Pr1 
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n1nt t-orm 

Pl•••• r••d ,.,._.,.,,,•Hfc , meJ.etina foaz;t1 fitm ,,ov• A 0 MB Nn. -,n7nJV11&1 & -• . ,,.,. ... 2 -2 

United States § Registration OPP Identifier Numb111 

&EPA Environmental Protection Agency Amendment 
Washington, DC 20460 Other 

Application for Pesticide - Section I 
1. Company/Product Number 2. EPA Product Manager 3 . Proposed Classification 

90335-x Marshall Swindell [ZJ None D Restrict_• 
4 . Company/Prod\Jct (Name) PMI 

SilvaClean 33 

5. Name and Address of Applicant (Include ZIP Code} 6 . Expedited Reveiw. In accordance with FIFRA Section 3(c)l3) 

Applied Silver, Inc. (b)(il, my product is similar or identical in composition and labeling 
26254 Eden Landing Road to: 
Hayward, CA 94545 EPA Reg. No. See explanation and cover letter 

□ Check if this is II new address Product Name 

Section - II 

□ Amendment · Explain below . □ Final printed labels in repsonse to 

□ □ 
Agency letter dated . 

Resubmission in response to Agency letter dated __ "Me Too• Application. 

□ Noti fication • Explain below. 0 Other - Explain below . 

Explanation: Use additional pege(sl i f necessary. (For section I end Section II.) 

Initial Registration in support of SilvaClean, for application to cotton and cotton/polyester blend fabrics under the Treated Articles Exemption. 
ASOO. new use for an existing active ingredient Proof of PRIA payment attached. 

PRIA Code 

Section - Ill 
1. Materiel Thia Product Will Be Packaged In: 

Child-Resistant Packaging Unit Packaging Weter Soluble Packaging 2 . Type of Container 

~Yes @Yes t3 Yes 
~M•~ Plastic 

No No No Glass 

• Cttrtification m~ t 
If " Yes" Nl; per If "Yes• f No. per Paper 
Unit Packaging wgt. co tainer Packege wgt . container Other (Specify) 

M submitttHI \ I 

; ~ I 
3. Location of Net Con ants Information 4 . s t~e(sl Retail Container ~ 5. Location of Lebel Dire ctions 

0 rn Container 
B Onlabel 

Lebel 33i-8 fl oz. (l L), 67.6 fl. oz. (2 L) On Labeling acco n paning product 

6. Manner in Which Let el is.Attixed to Product ~ Lithograph □ Other 
Peper ~lued I=-- = - Stenci ed .... 

I Section !,.!IV 
1. Contact Point {ComJ /ste i tsms directly bslow for ideli_tific11tion of individual to b• contacted, if necessary, to proc•ss ti is applicstion.J 

Name Title Agent for Applied Silver, Inc. Telephone No. {Include Area Code 
Sally Hayes 

I 

- ' 
(260) ~44-6270 

-- I c , rtification 8 . Date Application 

I certify that the s1atements I have m&de on this f~rm and all att.achments."thereto ~re true, accurate end complete. I 
Received 

I acknowledge th1t any knowlinglly false or misleading statement may be punishebl~ by fine or imprisOftment or (Stamped) 
both under applicable law. 

2. Signature 

~Ar 
3. Title ,. 

Agent for Applied Silver, Inc. c;-

~ .. - , ,. .. 
-- ' - , 

--· C. I - i -~ 4. Typed Name - 5. Data I 

Sally Hayes 12/20/2013 

--
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Scientific & Regulatory Consultants, Inc. 

December 20, 2013 

Mr. Marshall Swindell 

Document Processing Desk (REGFEE) 

Office of Pesticide Programs (7510P) 

U.S. Environmental Protection Agency 

One Potomac Yard 

2777 S. Crystal Drive 

Arlington, VA 22202 

SUBJECT: SilvaClean,.', EPA Reg. No. 90335-x 

Dear Marshall, 

Enclosed is an application for the registration of SilvaClean' ... SilvaClean"" contains the unregistered active 

silver from silver nitrate and will be used to treat articles under the Treated Articles Exemption based on 

guidance provided in a meeting with AD staff on March 27, 2013 and subsequent teleconference on April 29, 

2013. SilvaClean'M is applied to textiles after each laundering to ensure and maintain effectiveness against 

stain-and odor-causing bacteria. 

This is a new registration and the first registration for Applied Silver, Inc. (Applied Silver). We are submitting 

under the PRIA action code AS00 with a PRIA fee of $12,156 and a 9 month review time. A copy of the 

payment confirmation via www.pay.gov is attached. 

Efficacy 

SilvaClean'M is used to treat textiles under the Treated Articles Exemption. EPA does not require submission 

of non-public health efficacy data. 

Product Chemistry / Confidential Statement of Formula 

The inert ingredient(s) used in SilvaClean'M are on EPA's inert list. 

The active ingredient, silver from silver nitrate, is not registered. The preliminary analysis of five lots for each 

supplier is provided along with these additional studies: 

• OCSPP 830.1700 Preliminary Analysis -Silver (Lab Study 37621), MRID 49270903 (Volume 4) 

• OCSPP 830.1700 Preliminary Analysis -Silver (Lab Study 37606), MRID 49270904 (Volume 5) 

• OCSPP 830.1700 Preliminary Analysis - Impurities (Lab Study 37607), MRID 49270905 (Volume 6) 

• OCSPP 830. 1700 Preliminary Analysis - Impurities (Lab Study 37622), MRID 49270906 (Volume 7) 

• OCSPP 830.1550-7950 Product Chemistry Discussion and Data Waivers, MRID 49270901 (Volume 2) 

• OCSPP 830.1550-1800 Product Identity, Composition, and Analysis, MRID 49270902 (Volume 3) 

• OCSPP 830.6302-7300 Physical and Chemical Characteristics, MRID 49270907 (Volume 8) 

P.O. [lox 1014 

Columbia City, IN 46725 

www.srcconsullanls.com P: 260.244 .6270 

F: 2G0.244.G273 
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Scientif ic & Regulatory Consultants, Inc. 

• OCSSP 830.6317, 6320 Accelerated Storage Stability, Corrosion Characteristics, MRID 49270908 (Volume 

9) 

Applied Silver, Inc. requests a broader range for the active ingredient than those provided in 40 C FR 

158.175(b)(2). The justification for the expanded ranges is in M RID 49270902 (Volume 3, Product Identity, 

Composition and Analysis). 

Waiver requests for SilvaClean™ and silver are in MRID 49270901 (Volume 2, Product Ch2mistr / Disct.s~ior. 

and Data Waivers). 

Acute Toxicity 

The acute toxicity for SilvaClean'>-1 is supported through acute toxicity studies and data waivers. The~E:, a;u,,g 

with information on the unregistered active silver, are found in: 

• OCSPP 870.1100 - 7800 Toxicity Discussion and Data Waivers, MRID 49270909 (Volume 10) 

• OCSPP 870.1100 Acute Oral Toxicity, MRID 49270910 (Volume 11) 

• OCSPP 870.1200 Acute Dermal Toxicity, MRID 49270911 (Volume 12) 

• OCSPP 870.1300 Acute Inhalation Toxicity, MRID 49270912 (Volume 13) 

• OCSPP 870.2500 Acut e Dermal Irritation, MRID 49270913 (Volume 14) 

Other Studies 

SilvaClean™ is intended for repeated application. Textile uptake studies were conducted that demonstrate 

SilvaClean™ treated textile remains in an Operating Range1 that ensures the product is efficacious but does 

not exceed levels of toxicological concerns. This study is assigned MRID 49270915 (Volume 16). 

Information for Post Applicator Exposure (MRID 49270914, Volume 15) and the method of support for 

Environmental Fate (MRID 49270916, Volume 17) are provided. 

Alternate Test Material Names 

Some studies to support SilvaClean"' were conducted under the alternate name SilvaClean"' Plus. 

SilvaClean'M and SilvaClean'M Plus are identical formulas. 

Labeling/Label Claims 

SilvaClean'"' is an antimicrobial silver treatment for textiles for commercial and industrial use. SilvaClean'"' is 

effective in inhibiting the growth of bacteria in treated articles. SilvaClean"' is used for repeated treatment of 

textiles under the Treated Articles exemption. 

1 Operat ing Range -The ppm silver in textile above efficacious levels and below levels of toxicological concern. 

P.O. 13ox 1014 

Columb1,1 [1ly, IN 4G725 

www.srcconsultants.com P: 2G0.244.G270 

F: 260.244 .6273 
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Scientif ic & Regulatory Consultants, Inc. 

Products containing SilvaClean'M may not make claims of antimicrobial activity other than protection of the 

article itself against odor-causing, staining, or deteriorating bacterial growth in the treated article. This 

product does not protect users against bacteria, viruses or other disease organisms. 

We ask the Agency to consider the alternate Container Handling text provided on the proposed label. 

Applied Silver will ask users to return empty containers, such that they can be appropriately processeJ. 

Please contact me at (260) 244-6270 or shayes@srcconsultants.com if you have any que,;tions ~egardil"g tl>is 

submission. 

Regards, 

Sally Hayes 
Agent for Applied Silver Inc. 

Cc: P. McCabe, Applied Silver, Inc. 

P.O. !3ox 1014 

Columbia City, IN 46725 

www.srcconsullanls.com P: 260.244 .6270 

1-: 260.244 .6273 
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Name and Address of Submitter: 

Agent for : 

Regulatory action in support of 
which this package is submitted: 

Transmittal Date: 

TRANSMITTAL DOCUMENT 

SilvaClean'M 

EPA Reg. No. 90335-X 

Scienti fic & Regulatory Consultants, Inc. 

PO Box 1014 

Columbia City, IN 46725 

Applied Silver, Inc. 

26254 Eden Landing Road 

Hayward, CA 94545 

PRIA Action A500, PR/A fee $12,156 

December 20, 2013 

- ----------------------------------- - - -
Volume No. 

1 

Volume No. 
2 

3 

4 

5 

6 

7 

8 

9 

10 

11 

EPA Form 8570-1 

EPA Form 8570-34 

EPA Form 8570-34 

EPA Form 8570-35 
EPA Form 8570-35 

EPA Form 8570-4 

Administrative Materials 

Transmittal Document 

Cover Letter 

Copy of Agent Authorization 

Copy of PRIA payment ($12,156 for A500 Initial Registration) 

Application for Pesticide Registration 

Cert ification with Respect to Citation of Data (EP) 

Certification wi th Respect to Citation of Data (TGAI) 

Data Matrix (EP) 
Data Matrix (TGAI) 
Confidential Statement of Formula (basic and one (1) alternate) 

Product Label 

Citat ion 
OCSPP 830.1550-7950 Product Chemistry Discussion and Data Waivers 

OCSPP 830.1550-1800 Product Identity, Composition, and Analysis 

OCSPP 830.1700 Preliminary Analysis - Silver (Lab Study 37621) 

OCSPP 830.1700 Preliminary Analysis - Si lver (Lab Study 37606) 

OCSPP 830.1700 Preliminary Analysis - Impurit ies (Lab Study 37607) 

OCSPP 830.1700 Preliminary Analysis - Impurities (Lab Study 37622) 

OCSPP 830.6302-7300 Physical and Chemical Characteristics (Lab Study 37615) 

OCSPP 830.6317 & 830.6320 Accelerated Storage Stability and Corrosion Character istics 

(Lab Study 37614) 

OCSPP 870.1100-7800 & 875.1100-1700 Toxicity Discussion and Waiver requests 

OCSPP 870.1100 Acute Oral Toxicity (Lab Study 37608) 

MRID No. 

49270901 

49270902 

49270903 

49270904 

49270905 

49270906 

49270907 

49270908 

49270909 

49270910 
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12 

13 

14 

15 

16 

17 

OCSPP 870.1200 Acute Dermal Toxicity (Lab Study 37609) 

OCSPP 870.1300 Acute Inhalation Toxicity (Lab Study 37610) 

OCSPP 870.2500 Acute Dermal Irritation (Lab Study 37612) 

OCSPP 875.1700-2900 Applicator Exposure and Post Application Exposure 

Silver Uptake in Textile 

OCSPP 835 & 850 Series: Non-Target Organisms and Plants and Environmental 1-c>te 

49270911 

49270912 

49270913 

4'}270~14 

49270915 

4~270~16 

--------------------------------------- - -
Company Official: Sally Hayes, Agent 
Company Name: Scientific & Regulatory Consultants, Inc. 
Company Contact: Phone: 260-244-6270 

Email: shayes@srcconsultants.com 
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Form Approved 0MB Nos . 
' 

. . . 0060· 2070 0057' 2070 0107' 2070 0122· 2070 0164 

,,.. ..... 
. ft ~ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY \~ } 1200 Pennsylvania Avenue, N.W . ., .. ...,. .. 

WASHINGTON, D.C. 20460 

Paperwork Reducuon Act Notice: ·1 he public rcponing burden for 1h1s collcc11on of infomrn1ion ,s csI11naIcd 111 average 1.25 hours per rcspons.: for rcg1sIraIion 
and 0.25 hours per Icsponsc for rercgtslralion mid special review aclivi11cs. including lime for reading Ihe 111sIrucIions and co111plcling Ihc ncccss:iry forms Send 
commcnls regarding hurdcn estimate or any other aspccl ofll11s collection of infonnaIion. including suggesuons for reducing Ihc burden 10: LJircc1or. Collcclion 
SIraIcgics Division (2822T). U.S. Erw rronmcntal ProIcc11on Agency. 1200 Pennsylvania Avenue. N.W .. Washington. l)C 20460. Do 1101 send Ihc completed fon11 
In Ihis address.· 

Certification with Rcspecl to Citation of Data 

Applicant's/Registrant's Name, Address. and Telephone Number EPA Re9islration Number/File Symbol 
Applied Silver, Inc. 26254 Eden Landing Road, Hayward, CA 94545 90335-x 

Active lnaredienl(s) and/or reoresenlalive test comoound(sl Date 
Silver (EP) December 20, 2013 

General Use Pallern(s) (list all those claimed for this product usina 40 CFR Part 158) Product Name 
application to fabrics (treated articles exemption); bacteriastal SilvaClean ™ 

NOTE: If your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label. you do not need to 
submit this form. You must submit the Formulator's Exemption Statement (EPA Form 8570-27). 

□ 
I am responding lo a Data-Call-In Notice. and have included with this form a list of companies sent offers of compensation (the Data Matrix form should 
be used for this purpose). 

SECTION I: METHOD OF DA TA SUPPORT (Check one method only) 

□ 
I am using the ci1e-all method of support, and have included with this form 

0 
I am using the selective method of support (or cite-all option 

a list of companies sent offers of compensation (the Data Matrix form under the selective method). and have included with this form a 
should be used for this purpose). completed list of data requirements (the Data Matrix form must be 

used). 

SECTION II: GENERAL OFFER TO PAY 

(Required if using the cite-all method or when using the cite-all option under the selective method to satisfy one or more data requirements] 

□ I hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent required by FIFRA. 

I ! 

i SECTION Ill: CERTIFICATip N 

1 
certify l '"' '""'"'" foe "'"'"'~'-"' lo~ foe ""'"""'" · oe !his o,1a-C,.i, e""°""' • '"''"""" by ,11 dala '"bm""" o, cif,d io !he 

_!$Plication for regis ation, the form for reregistrati9n, or tt Data-Call-In response. In additio~. if the cite-,option or cite-all;optioniunder the selectiv_e method is 
19licated in Section , this application is supported by all ala in the Agency's files that (1) con Em the pr rties or effects of this product or an 1denltcal or 

11'""""' lfy sim" e rod ,o. o, o,,e o, mo"' of !he •o ""f" io lh• peod,ci; arul (2) • , fype pl dala '";"" be eeq"ie,d Jo be s,bmill,d """" fhe dala 
'uirements in effe on the date of approval of this appl tion if the application sought the in~ial registr n of a product of identi4i1 or similar composition and 

~ - ' ; 

· I certify th~t for each exclusive use study cited iri support of this registration or reregittralion. that I am the original data su ,mitter or that I have obtained 
~e written permission of the original data submiller to cite that study. 

f . I ce,ify lh~I foe mh s!o,dy , ... io ,fuppo, of_ lh{' eegisJraliOO oe "'"9islral<"1ha_l is t ao ¼h,e ,se ~JOOy. eilhec (a I am !he o,igiMI dma 
llbmitter; (b) I have obtamed the permIss1on of the ongm~ data submitter to use the study 1n s pport of apphcahon; (c) all peri0< ~ of ehg1b1hty for 
compensation have +i,ired for the study; (d) the study is i the public literature; or (e) I have no ified in wntlng_the company that su~r ,!'led the study _and have 
offered (I) to pay com6nsation to the extent required by slctions 3(c)(1 )(F) and/or 3(c)(2)(8) of FIFRA; and (11) to commence negotti t,ons to determme the 
amount and terms of mpensation, if any, to be paid fort e use of the study. 

I certify that in all instances where an offer of coi pensation is required. copies of all ;rers to pay compensation and evide ice of their delivery in 
l'oooroaoce wilh seciibos 3(o)(1 )(F) aod/oe 3(o)(2)(8) ofFl~RA '" a,ailable aod will be s,bm• d lo !he Ageocy ,po, ceq,e,J. Sho •• I fai lo pcod""' '"'" 
evidence to the Agen4Y upon request, I understand that th Agency may initiate action to deny, cancel or suspend the registration of my product in conformrty with 
FIFRA. 

I 

I 
1 

I certify that the statements I have made on his form and all attachments to it are true, accurate, and complete. 
knowingly false or misleading statement m ay be puni~hable by fine or imprisonment or1both under applicable law. 

I acknowledge that any 

-

~-~~ 
I I 

ii Signature l. Date Typed or Printed Name and Tille 
I 

I i - ; 
1212012913 Sally Hayes, Agent ~ ! ~ I ~ .. .....,.. 

EPA Form 8570-34 (12-~003) Eleclfonic and Paper versions available. Submit only Paper version.I 
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A540 - New end use product. 
.. Must submit or reference Group A and B product chemistry, toxicity, and/or efficacy data for each 

proposed product. 
.. Data waivers may be requested. Chemistry data on the TGAI in addition to the EP is required if an 

unregistered source is used. 

End Use (EP) or Manufacturing Use (MP) product or Technical Grade of the Active Ingredient (TGAI) 

Guideline Group A: Product Chemistry Data EP Data MP Data TGAI Data 
No. Study Title Submitted Submitted Submitted 
830.1550 Product Identity & Composition V 

Description of materials used to produce t,..../ 
830.1600 the oroduct 
830.1650 Descriotion of formulation process v 
830.1670 Discussion on the formation of imourities l/ 
830.1700 Preliminarv anafvsis V 
830.1750 Certified limits (158.345) V 
830.1800 Enforcement analytical method , ./ 

Guideline Group 8 : Product Chemistry Data EP Data· MP Data TGAI Data 
No. Stud Title Submitted Submitted Submitted 
830.6302 Color 

830.6303 Ph sical State L.,/ 

830.6304 Odor 

830.6313 

830.6314 v 
830.6315 
830.6316 \../' 

830.6317 

830.6319 
830.6320 Corrosion Characteristics* 

830.6321 Dielectric Breakdown Volta e 
830.7000 H 

830.7050 

830.7100 

830.7200 
830.7220 
830.7300 Densi 

830.7370 Dissociation Constant 
830. 7550 Partition Coefficient 
830.7840 Water Solubilit 
830.7950 Va or Pressure 

Grayed out = data not required *May not be included with in itial application 
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A540 - Acute Toxicity Requirements 
New products must either: 
1) supply the product specific acute toxicity 6 pack data (listed below), 
2) provide a bridging rationale document or waiver request or, 
3) use the cite all method of data compensation, if applicable. The bridging document directs OPP to use a 
currently registered set of 6 acute toxicity data and label; instead of submitting product specific data. 

Guideline Waiver Bridging 
No. Acute toxicity (6 pack) Study Title Cite All Selective Reauest Rational 
830.1100 Acute Oral (LOSO) ~ 

830.1200 Acute Dermal (LOSO) V 

830.1300 Acute Inhalation (LCS0) ~ 
830.2400 Acute Eye Irritation .__........., 

830.2500 Acute Dermal Irritation L./ 

830.2600 Dermal Sensitization L,/ 

2 
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7

I ;~ ~-, !·~~~ATES ENVIRONMENTAL PROTECTION AGENCY 
Form Approved 0MB No. 2070-0060 

'ft."' (~ l 401 M Street, S.W. 
;..,,,t' WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration aclivijies a11d 0.25 hours per response 
for r,ei1i,t~tration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of 
thl~ b'al ection of information, including suggestions for reducing the burden to: DirectorL OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., 
Washing!on, DC 20460~_D.Q nols.end the.Jor:m.to this address7-

DATA MATRIX 

Daie~deJ;~iiei 20. 2013 EPA Reg No./File Symbol: 90335-X I Page 1 of 4 

Applicant's/Registrant's Name & Address Product 
Applied Silver Inc. 

. 
1
26254 Eden Landing Road SilvaClean ™ 

t.:J'Wd..Hayward. CA 94545 · .:ilf'lt' ' 
' .. 

Ingredient: Silver (EP) •· 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

Product Chemistry 

OCSPP 830.1550 Product Identity and Composition 49270902 Applied Silver, Inc. OWN 

OCSPP 830.1600 Description of Materials Used to Produce the Product 49270902 Applied Silver, Inc. OWN 

OCSPP 830.1620 Description of Production Process 49270902 Applied Silver, Inc. OWN 

OOSFlP 830.1650 Description of Formulation Process 49270902 Applied Silver, Inc. OWN 

OCSPP 830.1670 Discussion of Formation of Impurities 49270902 Applied Silver, Inc. OWN 

OCSPP 830.1700 Preliminary Analysis - Silver 49270903 Applied Silver, Inc . OWN 

GGSPP-830.1 'i'OO--···-f-Prelimtnary-,tm•atysis-~S~ - 49270904 Applied Silver, Inc. OWN 

OCSPP 830.1700 
I I t! , 

Prelimina~L\fl~\ysis - Impurities 49270905 Applied Silver, Inc. OWN 

OCSPP 830.1700 
• "~. J!rfy _,_.,,~ ~Jl\ 

Preliminary Ana sis - Impurities - 49270906 Applied Silver, Inc. OWN 

OCSPP 830.1750 Certified Limits 49270902 Applied Silver, Inc. OWN 

OCS~P 830.1800 Enforcement Analytical Method 49270902 Applied Silver, Inc. OWN 

OCSPP 830.6302 Color 49270907 Applied Silver, Inc. OWN 

Signature 
~~,~ 

Name and Title Date 
Sally Hayes. Agent 1212012013 ~-. ·- .. - . 

li,lk ,i • I, 

p;j~ lllil t'f ,( 
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4th i I, ?~::_ . ___ , lk ·1m ·1 . 

··<itfl~,;;,;. 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

WASHINGTON, O.C. 20460 

Form Approved 0MB No. 2070-0060 

Paperwork Reduction Act Notice: The public reporting burden for th is collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response 
for reregistration and special review activities. including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of 
this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency. 401 M Street. S.W .. 
Washington, DC 20460. Do not send the form to this addre"-"-

Date: December 20, 2013 

Applicant's/Registrant's Name & Address 
Applied Silver Inc. 
26254 Eden Landing Road 
Havward. CA 94545 

Ingredient: Silver (EP) 

Guideline Reference Number I Guideline Study Name 

Signature 

~~~ 

DATA MATRIX 

I MRID Number 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. 

----

EPA Reg No./File Symbol: 90335-X Page 1 of 4 

Product 

SilvaClean ™ 

Submitter Status Note 

Applied Silver, Inc. OWN 

Applied Silver, Inc. OWN 

Applied Silver, Inc. OWN 

Applied Silver, Inc. OWN 

Applied Silver, Inc. OWN 

Applied Silver, Inc. OWN 

Applied Silver. Inc. OWN 

Applied Silver, Inc. OWN 

Applied Silver, Inc. OWN 

Applied Silver, Inc. OWN 

Applied Silver, Inc. OWN 

Applied Silver, Inc. I OWN 

Name and Title l Date 

Sally Hayes. Agent 12/20/2013 

Public File Copy 
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Form Approved 0MB No. 2070-0060 
~ko,~. 

,!\\tift)J, .. • ' UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. ~-· WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response 
for riri~fation and special review activities, in~ttng time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of 
Ibis•, · · · ion of information, including suggestib or reducing the burqen to: Director. OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W.. 
Washington, DC 20460. Do not send the form to this address. 

-
DATA MATRIX 

Date: December 20, 2013 

Applicant's/Registrant's Name & Address 
Applied Silver Inc. 
26254 Eden Landing Road 
Havward. CA 94545 

lngr~iMn.t: Silver (EP) 

Guideline Reference Number Guideline Study Name 

OCSPP 830.6303 Physical State 

..o.csgg.53()..6304 -:?aof 

OCSPP 830.6313 Stability to normal and elevated temps, metals, ions 

OCSPP 830.6314 , Oxidatio~n~ -~mpaJibility 
• j -f,"/<.,., • .. • ' 

. ., --· 
OCSPP 830.6315 Flammability 

OCSPP 830.6316 Explodability 
' 

OCSPP 830.6317 Storage Stability 

oc~~p 830.6319 Miscibility 

OCSPP 830.6320 Corrosion Char,.,-1 .. ,ic:tics - --- -

OCSPP 830.6321 Dielectric Breakdown Voltage 
•- ,..._ .... ~ . ;" 

ci'cs'f:iP ·830. 1000 pH 

OCSPP 830.7100 Viscosity 

Si • . ~~ tlt'II . f• 
-- --~·~- -

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. 

' NIA: Product is an EP -- ----
2 Nik-Product contains-noilammable-ingr~ients-.
' NIA: Product contains no exploslve ingredients. 
• NIA: Product is not an emulsifiable liquid to be diluted with petroleum solvents. 
5 NIA: Product is not for use in/on/around electrical equipment 

MRID Number 

49270907 

49270907 

49270901 

49270907 

49270901 

49270901 

49270908 

49270901 

49270908 

49270901 

49270907 

49270907 

EPA Reg No./File Symbol: 90335-X I Page 2 of 4 

Product 

SilvaClean ™ 

Submitter Status Note 

Applied Silver, Inc. OWN 

Applied Silver, Inc. OWN 

Applied Silver, Inc. OWN 
1 

Applied Si.Iver, Inc. OWN 

Applied Silver, Inc. OWN 2 

Applied Silver, Inc. OWN 3 

Applied Silver, Inc. OWN 

Applied Silver. Inc. OWN 
4 

Applied Silver, Inc. OWN 

Applied Silver, Inc. OWN 5 

Applied Silver, Inc. OWN 

Applied Silver, Inc. OWN 

Name and Tille Date 
Sally Hayes, Agent 12/20/2013 

--

Agency Internal Use Copy 
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-------11umTED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Form Approved 0MB No. 2070-0060 

Pape~ork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activijies and 0 .25 hours per response 
for reregistration and special review activities. including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of 
this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency. 401 M Street. S.W .. 
Wa,spin9ton, DC 20460. Do not send the form to this address. 

l ii!u..l 

. ·1.c ' 
DATA MATRIX 

Date: December 20. 2013 

_Applicant's/Registrant's Name & Address _ ___ _ 
- Apphed Silver Inc~ --·- - -

26254 Eden Landing Road 
•1111 ! Havward. CA 94545 

----r71 lngr~~ient: Silver (EP) 
r . 11, 

I Guideline Reference Number I I _GuidelineS1udy Name I I MRID Number I 

Sig.nature 

,\1 ~~~ 
EPA Form 8570-35 (9-97) Electronic and Pap_:_ available. Submit on.ly Paper version. 

I , •• ,1 ell. . •.· " • A* ttiJ ~!•I 

EPA Reg No./File Symbol: 90335-X 

Product 

SilvaClean ™ 

Submitter 

Applied Silver, Inc. 

Applied Silver, Inc. 

Applied Silver, Inc. 

Applied Silver, Inc. 

Applied Silver, Inc. 

Applied Silver, Inc. 

Applied Silver. Inc. 

Applied Silver, Inc. 

Applied Silver. Inc. 

Applied Silver, Inc. 

Applied Silver, Inc. 

Applied Silver, Inc. 

Name and Title 

Sally Haves, Agent 

Status 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

PublicFiie Copy 

Page 2 of 4 

Note 

2 

3 

4 

5 

6 

7 

Date 

12/20/2013 
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I ~" lifff• .,;n11 · Form Approved 0MB No. 2070-0060 

.1j;'-. UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

(~ 401 M Street, S.W . 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response 
for r~,[.(!gistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of 
this collection of information. including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W .. 
Washington. DC 20460. Do not send the form to this address. 

DATA MATRIX 
' -

Qatec-f)ecember-20;-201-3- EPA Reg No./File Symbol: 90335-X I Page 3 of 4 

Applicant's/Registrant's Name & Address Product ..... , Applied Silver Inc . 
26254 Eden Landing Road SilvaClean ™ 
Hayward, CA 94545 

Ingredient: Silver (EP) 

Id'~·' I Guideline MRtD Number Submitter Status Note Gu e ine Reference Number ~~e. -+l••--t ~• -,. .. ' . -r.·,-; :,- , 
. ~ ., ' .. .. - , 

OCSPP 830.7200 Melting PoinUMelting Range 49270901 Applied Silver, Inc. OWN 

OCSPP 830.7220 Boiling PoinVBoiling Range 49270901 Applied Silver, Inc. OWN 
, 

OCSPP 830.7300 Density/ Relative Density / Bulk Density 49270907 Applied Silver. Inc. OWN 

OdSli!P i830. 7370 Dissociation Constant 49270901 Applied Silver, Inc. OWN 
, 

OCSPP 830.7520 Particle Size, Fiber Strength, Diameter Distribution 49270901 Applied Silver, Inc. OWN 

OCSPP 830.7550 Particle Coefficient (n-Oct/H20) shake flask 49270901 Applied Silver, Inc. OWN 
1 

"otlYP Ta"30.1si5o Particle Coefficient (n-Oct/H20) generator column 49270901 Applied Silver, Inc. OWN 
, 

OCSPP 830.7570 Particle Coefficient (n-OcVH20) estimation by liquid 49270901 Applied Silver, Inc. OWN 1 

oq~~f 0.7840 Water Solub_iljtyii column elution/shake flask method 49270901 Applied Silver, Inc. OWN 1 

r , 1;,~n ;J.lt:';.; _ 

--- v-S0.7·86v • ,aterStilWtlity: generator column method 49270901 Applied Silver, Inc . OWN 1 

OCSPP 830.7950 Vapor Pressure 49270901 Applied Silver, Inc. OWN 
1 

OCSPP 830 Series Product Chemistry Discussion and Data Waivers 49270901 Applied Silver, Inc. OWN 

I If I\ 

Signature 

~~ 
Name and Title Date 

- -- - -
Sally Hayes, Agent 12/20/2013 - - - ---·-

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

________________ 401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Form Appfoved 0MB No. 2070-0060 

Paperwork Reduction Act Notice: The public reporting burden for tfi 15"collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response 
for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of 
this coll~ction of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., 
Washington, DC 20460. Do not send the form to this address. 

I lj~\I 11 DATA MATRIX 

Date: December 20, 2013 

Applicant's/Registrant's Name & Address 
Apf?li~d Silver Ipc. _____________ _ 

,,~~541 itdeR·CanElfflg-R~ao---
Havward. CA 94545 

Ingredient: Silver (EP) 

s(gnature 

~~h 
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. 

-1.w, 

EPA Reg No./File Symbol: 9~335-X 

Product 

SilvaClean ™ 

Submitter 

Applied Silver, Inc. 

Applied Silver, Inc. 

Applied Silver, Inc. 

Applied Silver, Inc. 

Applied Silver, Inc. 

Applied Silver, Inc. 

Applied Silver, Inc. 

Applied Silver, Inc. 

Applied Silver, Inc. 

Applied Silver, Inc. 

Applied Silver, Inc. 

Applied Silver, Inc. 

Name and Title 

Sally Hayes, Agent 

'' ' 

Status 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

Public Fite.Copy 

Page 3 of 4 

I NOIP 

Date 

12/20/2013 
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- Form Approved 0 MB No. 2070-0060 
.,.. .. , UNITED STATES ENVIRONMENTAL PROTECTION AGENCY . ft . 

(s l 401 M Street, S.W. 
...,/ WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response 
for reregistration and special review activities, including lime for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of 
this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., 
Wa'shlngton, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date;.December 20, 2013 EPA Reg No./File Symbol: 90335-X I Page 4 of 4 

· -Applicant's/Registrant's 111 .. ,.,e a._,raaress fW~Ult'j.t· •--#!~·- Product 
Applied Silver Inc. 

.. 26254 Eden Landing Road SilvaClean ™ 
Hayward, CA 94545 

lngredfent: Silver (EP) 

Gui,deline Reference Number 
Ii ........ •11 

Guideline Study Name MRID Number Submitter Status Note 

Acute Toxicity 

OCSPP 870.1100 Acute Oral Toxicity 49270910 Applied Silver, Inc. OWN 

1cti-Urt~7,0:1200 Acute Dermal Toxicity 49270911 Applied Silver, Inc. OWN 

OCSPP 870.1300 Acute Inhalation Toxicity 49270912 Applied Silver, Inc. OWN 

OCSPP 870.2400 Acute Eye lrritat\on 49270909 Applied Silver, Inc. OWN 

OG~70.2500 Primary Skin lr'H!ation 49270913 Applied Silver, Inc. OWN 

OCSPP 870.2600 Skin Sensitization 49270909 Applied Silver, Inc. OWN 

OCSPP 870 Series Toxicity Discussion and Waiver requests 49270909 Applied Silver, Inc. OWN 

(no guideline) Silver Uptake in Textile 49270915 Applied Silver, Inc. OWN --

Signature 

~~~ftlf-~ 

Name and Title Date 

rlf•~ '. i<l,IIL - Sally Hayes. Agent 1212012013 

D ~ j Y l'ap, gency PY 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Form Approved OMS No. 2070-0060 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activ~ies and 0.25 hours per response 
for reregistration and special review activities. including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of 
this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency. 401 M Street, S.W., 
~s~g~pi..Q,C, 20460. Do not send the form to this address. 

Date: December 20, 2013 

A~P~f.ft\f'Registrant's Name & Address 
' t Applied Silver Inc . 

. ,, 26254 Eden Landing Road 
Haward. CA 94545 

Ingredient: Silver (EP) 

fli 

Guideline Reference Number I Guideline Study Name 

Signature 

~~~ , l,►11 

DATA MATRIX 

I MRID Number I 

rm 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. 

EPA Reg No./File Symbol: 90335-X 

Product 

SilvaClean TM 

Submitter 

Applied Silver, Inc. 

Applied Silver, Inc. 

Applied Silver, Inc. 

Applied Silver, Inc. 

Applied Silver, Inc. 

Applied Silver, Inc. 

Applied Silver, Inc. 

Applied Silver, Inc. 

Name and Title 

Sally Hayes, Agent 

Status 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

I OWN 

Public File Copy 

Page 4 of 4 

Note 

Date 

12/20/2013 
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Form Approved 0MB No. 2070-0060 

it.tan " t-trl UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
!I"\-~ 401 M Street, S.W. 

!7 WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response· 
for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regard ing the burden estimate or any other aspect of 

_ this c~tion of intormation.Jnciuding.suggestions-foMeducirrg1ffe burden to: Director, OPPE Information Management Division (2137}, U.S. Environmental Protection Agency, 401 M Street, S .W., 
Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: 0ecember 20, 2013 EPA Reg No./File Symbol: 90335-X I Page 1 of 6 

Applicant's/Registrant's Name & Address Product 
Applied Silver Inc. 

"" 26254 Eden Landing Road SilvaClean ™ 
Hayward, CA 94545 

lngreqlent: Silver (TGAI) 

_Guideline Reference.l)Jumno• '"'uideliA&-Stooy-Name MRID Number Submitter Status Note 

Produ~t Chemistry L ilt::~t1.~;i- 1 •· ~ .hi! ... . "!'OZI .. , 

OCSPP 830.1550 Product Identity and Compositio~"'" 49270901 Applied Silver, Inc. Own 1 

OCSPP 830.1600 Description of Materials Used to Produce the Product 49270901 Applied Silver, Inc. Own 1 

oq9.ff ,~30.1620 Description of Production Process 49270902 Applied Silver, Inc. Own 

odSF>P 830.1650 Description of Formulation Process 49270901 Applied Silver, Inc. Own 1 

OCSPP 830.1670 Discussion of Formation of Impurities 49270901 Applied Silver, Inc. Owri 1 

OCSPP 830.1700 Preliminarv Anajy._~~c; -·•--- 49270902 Applied Silver, Inc. Own 

dc'§'ppifa0.1750 Certified Limits 49270901 Applied Silver, Inc. Own 1 

OCSPP 830.1800 Enforcement Analytical Method 49270901 Applied Silver, Inc. Own 1 

, ,r,,."""4,, -..chr..r!·" 

o'CS1

PP 830.6302 Color RED EPA Silver RED (1992) PL 

OCSPP 830.6303 Physical State RED EPA Silver RED (1992) PL 

OCSPP 830.6304 Odor RED EPA Silver RED (1992) PL · 

OCSPP 830.6313 Stability to normal and elevated temes.J!!_etg~ ions RED EPA Silver RED (1992) PL 

Signature ~ ~ I)~ h Name and Title Date 

1 1 ' Sally Hayes, Agent 12/20/2013 
- ----·---·-------

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 

1 Not required for TGAI 
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__ .,, UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Form Approved 0MB No. 2070-0060 

PaperWork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response 
for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of 
this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Proteciion Agei;icy, 401 M Street, S.W .. 
Wa

1
st,ington, DC 20460. Do not send the form. _tq,this address. 

Date: December 20, 2013 

Applicant's/Registrant's Name & Address 
: ;, . .., Applied Silver Inc. 

~','_""' ' 26254 Eden Landing Road 
• Havward, CA 94545 

Ingredient: Silver (TGAI) 

i:'! 

DATA MATRIX 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. 

Not reqY1ired for TGAI 

EPA Reg No./File Symbol: 90335-X Page1of6 

Product 

SilvaClean TM 

Submitter Statu.s I Note 

Applied Silver, Inc. Own 

Applied Silver, Inc. Own 

Applied Silver, Inc. Own 

Applied Silver, Inc. Own 

Applied Silver, Inc. Own 

Applied Silver, Inc. Own 

Applied Silver, Inc. Own 

Applied Silver Inc. Own ---
---
EPA Silver RED (1992) PL 

EPA Silver RED (1 992) PL 

EPA Silver RED (1992) PL 

EPA Silver RED (1992) PL 

Name and T itle Date 
Sally Hayes, Agent 12/20/2013 

Public File Copy 
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Form Approved 0MB No. 2070-0060 
,,,. ...... UNITED STATES ENVIRONMENTAL PROTECTION AGENCY . A ~ \~ l 401 M Street, S.W . 
,_.¢~ 

WASHINGTON, D.C. 20460 
.. 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response 
for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of 
this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street. S .W., 
Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: l:>ecember 20, 2013 ,=d.tt. .. '~ ..... - EPA Reg No./File Symbol: 90335-X I Page 2 of 6 -~ 11 --11 ~ ' ~ '4' . • , ! . • 

Applicant's/Registrant's Name & Address 
. • .. 

Product 
Applied Silver Inc. 
26254 Eden Landing Road SilvaClean ™ 
Havward. CA 94545 

,~. 
Ingredient: Silver (TGAI) 

, .. 
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

OCSPP 830.6314 Oxidation/Reduction· chemical-ineempatibilrty- 49270901 Applied Silver, Inc. Own 
1 

,.O£Ji~~pp9;sa1 s Flammability 49270901 Applied Silver, Inc. Own 1 .. 
OCSPP 830.6316 Explodability 49270901 Applied Silver, Inc. Own 1 

OCSPP 830.6317 Storage Stability 49270901 .. Applied Silver, Inc. Own 
1 

o ,~~-~h'30.s319 Miscibility !,il!flf...,, 49270901 Applied Silver, Inc. Own 1 

4 IIIU l 

OCSPP 830.6320 Corrosion Characteristics 49270901 Applied Silver, Inc. Own 
, 

OCSPP 830.6321 D ielectric Breakdown Voltage 49270901 Applied Silver, Inc. Own 
, 

OCSPP 830.7000 pH RED EPA Silver RED (1992) PL 

OCSPP 830.7050 UVNisible light spectrum RED EPA Silver RED (1992) PL 

OCSPP 830.7100 Viscosity 49270901 Applied Silver, Inc. Own 1 

OCSPP 830. 7200 Melting PoinUMelting Range RED EPA Silver RED (1992) PL 

OCSPP 830.7220 Boiling PoinUBoiling Range RED EPA Silver RED (1992) PL 

OCSPP '830. 7300 Density / Relative Density I Bulk Density RED EPA Silver RED (1992) PL 

Signature 

~~h 
Name and Title Date 
Sally Hayes, Agent 12/20/201'.3 

EPA Eorm.8570-35 (9 97) Ei&ctron~RG-Flaper 've,sions-avairaore:-Submil only Paper version. 
1 l◄lij;:-r;jlit ,;l'IM.lili .?il~ 

Agency Internal Use Copy 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Form Approved 0MB No. 2070-0060 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response 
for reregistration and special review activities. including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of 

r!bi§l1P.1~~~1o11irifonnation, including suggestions for reducing the burden to: Director. OPPE Information Management Division {2137), U.S. Environmental Protection Agency. 401 M Street, S .W.. 
Wasfflngroii~ DC 20460. Do not send the form to this address. 

DATA MATRIX 

1)11 EPA Reg No./File Symbol: 90335-X Page 2 of 6 

Product 

SilvaClean™ 

Ingredient: Silver {TGAI) 

I Guideline Reference Number I Guideline Study Name I MRID Number I Submitter Status I Note 

Applied Silver, Inc. Own 

Applied Silver, Inc. Owr1 

Applied Silver, Inc. Own 

Applied Silver, Inc. Own 

Applied Silver, Inc. Own 

Applied Silver, Inc. Own 

Applied Silver, Inc. Own 

EPA Silver RED (1992) PL 

EPA Silver RED (1992) PL 

Applied Silver, Inc. Own 

EPA Silver RED (1992) PL 

EPA Silver RED (1992) PL 

EPA Silver RED (1992) PL 

1·-10&-"" . ~~~ I 
Name and Tille I Date 
Sally Hayes. Agent 12/20/2013 

EPA Form 8570-35 (9-97) Electronic and Paper versiors available. Submit only Paper version. 
~,;11m 1, 1 

Public Fi le Copy 

- · -· ·••---
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Form Approved 0MB No. 2070-0060 
,/'~ u., UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

(= ~ 401 M Street , S.W. 
,.;,#'' WASHINGTON, D.C. 20460 

Pap~two,r;k Reduction A~t ~~1/f~: The p~~&.&~g:~!'J~~~~~~l[7ction o_f information is estimated to average 0.25 hours per response for r~gistration activiti~s and 0.25 hours per response 
for reregistration and special review acliv1trell". 1 I clmg time ill . ~ instructions and completing the necessary forms. Send comments regard mg the burden estimate or any other aspect of 
th is collection of information, including suggestions for reducing the burden to: Director. OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street. S.W.. 
Washington. DC 20460. Do not send lhe form to this address. 

_ .. -.- - -- DATA MATRIX 

Date: December 20. 2013 EPA Reg No./File Symbol: 90335-X I Page 3 of 6 

Applic°ant's/Registrant's Name & Address Product 
Applied Silver Inc. 
26254 Eden Landing Road SilvaClean ™ 

-~· ttilYVJatd, CA ~545 
,.-ill I .,-._,_. 

Ingredient: Silver (TGAI) 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

, Q&..~t30.7370 Dissociation (!;p"-stant 49270901 Applied Silver, Inc. Own 1 

o.csee_a30.75zn 0 .... .....1. • 
,.... 

• '""berStrength. Diameter Distribution 49270901 Applied Silver, Inc. Own 

OCSPP 830.7550 Partition Coefficient (n-Oct/H20) shake flask RED EPA Silver RED (1992) PL 

OCSPP 830.7560 Partition Coefficient (n-Oct/H20) generator column RED EPA Silver RED (1992) PL 

OCSPP 830.7570 PartitionCoefficient (n-Oct/H20) estimation by liquid RED EPA Silver RED (1992) PL 

OCSPP 830. 7840 Water Solubility: column elution/shake flask method RED EPA Silver RED (1992) PL 
I' 

OCSPP 830.7860 Water Solubility: generator column method RED EPA Silver RED (1992) PL 

OCSPP 830. 7950 Vapor Pressure RED EPA Silver RED (1992) PL . 

Acute Toxicity Testin_g -----· ~--

OCSPP 870.1100 Acute Oral Toxicity RED EPA Silver RED (1992) PL 

OCSPP 870.1200 Acute Dermal Toxicity RED EPA Silver RED (1992) PL 

OCSPP 870.1300 Acute lnh_fila~\9J)~pxicity RED EPA Silver RED (1992) PL 

OCSPP 870.2400 
f ~1'9:'.- . - • 
Acute Eye 1fri~k>n 

- ---~~''. 
RED EPA Silver RED (1992) PL 

OCSPP 870.2500 Acute Dermal Irritation RED EPA Silver RED (1992) PL 

OCSPP 870.2600 Skin Sensitization RED EPA Silver RED (1992) PL · 

Signa1ure ?nDL~h - Name and Tille Date 
- - Sally Hayes. Agent 12/20/2013 - I I 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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_____ l:mffEO-STA I ES EfWIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W . 

WASHINGTON, D.C. 20460 

Form Approved 0MB No. 2070-0060 

Pap-· Reduction Act Notice: The public.r~Jlq\'ling burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response 
fo} · 1 ration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of 
this collection of information, including suggestions for reducing the burden to: Director. OPPE Information Management Division (2137). U.S. Environmental Protection Agency. 401 M Street, S.W .. 
Washington, DC 20460. Do not send the form to this address. 

Date: December 20, 2013 

Applicant's/Registrant's Name & Address 
---- Applied Silver-inc.----------

26254 Eden Landing Road 
Havward. CA 94545 

Ingredient: Silver (TGAI) 

I Guideline Reference Number I I Guideline Study Name 

Signat!Jre 

~~~ 

DATA MATRIX 

I MRID Number I 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. 

--- --

EPA Reg No./File Symbol: 90335-X Page 3 of 6 

Product 

SilvaClean r"' 

Submitter Status I Note 

Applied Silver, Inc. Own 
I • 

A pplied Silver, Inc. Own 

EPA Silver RED (1992) PL 

EPA Silver RED (1992) PL 

EPA Silver RED (1992) PL 

EPA Silver RED (1992) PL 

EPA Silver RED (1992) PL 

EPA Silver RED (1992) PL 

EPA Silver RED (1992) PL 

EPA Silver RED (1992) PL 

FPA Silver RED (1992) PL 

EPA Silver RED (1992) PL 

EPA Silver RED (1992) PL 

EPA Silver RED (1992) PL 

Name and Title I Date 
S::illy Hayes. Agent 12/20/2013 

Public File Copy 
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-·' ' Form Approved 0MB No. 2070-0060 ~ 

~""' ... UNITED STATES ENVIRONMENTAL PROTECTION AGENCY \iz~ 401 M Street , S.W. \.,_,.) 
WASHINGTON, D.C. 20460 

Pi;iperwork Reduction Act Notice: The public reporting burden for this collection of information 1s estimated to average 0.25 hours per response for registration activities and 0.25 hours per response 
for reregistration and special review activities. including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of 
this collection of information, including suggestions for reducing the burden to: Director. OPPE Information Management Division (2137). U.S. Environmental Protection Agency, 401 M Street, S.W., 
Washington, DC 20460. Do not send the form to this address. 

-w,,iMi _,.,h"' DATA MATRIX 

Date: December 20, 2013 EPA Reg No./File Symbol: 90335-X I Page 4 of 6 

Applicant's/Registrant's Name & Address Product 
.. ~., . Applied Silver Inc. 

· 1:t1I·~ , lti:.l- 6254 Eden Landing Road SilvaClean ™ 
, ,)si• Havward, CA 94545 

Ingredient: Silver (TGAI) 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

Developmental Toxicity & 
Reoroduction 

OCSPP 870.3700 Prenatal Developmental Toxicity-rat & rabbit . _ RED EPA Silver RED (1992) PL 

OCSPP-810.3800 Reproduction and fertility effects RED EPA Silver RED (1992) PL 

Mutagenicity Testing 

OCSPP 870.5100 Bacterial Reverse Mutation Assay RED EPA Silver RED (1992) PL 

OCSPP 870.5300/5375 In vitro mammalian gene mutation RED EPA Silver RED (1992) PL 

OGSi;lP 870.5385/5395 In vivo cytogenetics RED EPA Silver RED (1992) PL 

Special Testing 

OSCPP 870.7800 lmmunotb~iSl,/111 -~-"1i,~: 49270909 Applied Silver, Inc. Own 
-

~et Organism -- -

Protection 

OCSPP 850.2100 Acute avian oral toxicity 43312901 Mason Chemical Company Old 

OGSFiP 850.1010 
1 1irU1 

Acute toxicity freshwater invertebrates RED EPA Silver RED (1992) PL 

OCSPP 850.1075 Freshwater fish toxicity RED EPA Silver RED (1992) PL 

d"'u , 

Signature 

~~ 
Name and Title Date 
Sally Hayes. Agent 12/20/2013 

-- - -- ·- - • - . 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Form Approved 0 MB No. 2070-0060 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response 
for reregistration and special review activities. including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of 
this collection of information, including suggestions for reducing the burden to: Director. 0 PPE Information Management Division (2137). U.S. Environmental Protection Agency, 401 M Street. S.W., 
Washington, DC 20460. Do not send the form to this address. 

Date: December 20, 2013 

Applicant's/Registrant's Name & Address 
Applied Silver Inc. 
26254 Eden Landing Ro.ad - - ··-·· 

- - - Havward. CA 94545 

lngreqlent: Silver (TGAI) 

DATA MATRIX 

I Gu!deline Reference Number i • I Guidlt-N~mw~ .::, I I MRID Number I 

I s;9h,W,e ~~ I 
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. 

EPA Reg No./File Symbol: 90335-X 

Product 

SilvaClean TM 

Submitter 

EPA Silver RED (1992) 

EPA Silver RED (1992) 

EPA Silver RED (1992) 

EPA Silver RED (1992) 

FPA ~ilver RED (1992) 

Applied Silver. Inc. 

Mason Chemical Company 

EPA Silver RED (1992) 

EPA Silver RED (1992) 

Name and Tille 
Sally Hayes, Agent 

Page 4 of 6 

Status I Note 

PL 

PL 

PL 

PL 

PL 

I Own 

Old 

PL 

PL 

I Date 
12/20/201 3 

Public File Copy 
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Form Approved 0 MB No. 2070-0060 --- ·--
- /"' ...... ---·- UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

l n • 401 M Street, S.W. :~ ~ ;;;t. WASHINGTON, D.C. 20460 J _: ~ r 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response 
for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of 
this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street. S.W., 
w,s . n, DC 20460. Do not send the form ~ ,!L1j~address. 

' ,y, 
' 

DATA MATRIX 

Date: December 20, 2013 EPA Reg No./File Symbol: 90335-X I Page 5 of 6 

~licant's/Regislcant:s..N.ame..&..Addr Product 
Applied Silver Inc. 
26254 Eden Landing Road SilvaClean"' 
Havward. CA 94545 

Ingredient: Silver (TGAI) 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

Aqlia1ft Organisms 
Testing 

OCSPP 850.1075/1400 Fish early-life stage RED EPA Silver RED (1992) PL 

OCSPP 850.1300 Aauatic inverte.brate..llfe--Gyel .. - RED EPA Silver RED (1992) PL 

Nontarget Plant Protection -
OCSPP 850.5400 

I 
Aquat ic pl~~Mwth (al~i?'r, l~ose response) RED EPA Silver RED (1992) PL 

Environmental Fate 

OCSPP 835.2120 Hydrolysis 49270916 Applied Silver, Inc. Own 
•- ' 

ocsgp 835.2240 Photodegradation in water 49270916 Applied Silver, Inc. Own 

OCSPP 850.6800 Activated Sludge Respiration Inhibition Test 49270916 Applied Silver, Inc. Own 

Applicator Exposure - -- --

O,Q§.ftP·87p .1100 Dermal exposure 49270909 Applied Silver, Inc. Own 

OCSPP 875.1300 Inhalation exposure 49270909 Applied Silver, Inc. Own 

OCSPp 875.1600 Data reporting and_ calculations 49270909 Applied Silver, Inc. Own 

opij~b1s.1100 Product use im:~~ation 49270909 Applied Silver, Inc. Own 

Sig'nattrre 

~~~ 
Name and Title Date 
Sally Hayes, Agent 12/20/2013 

EPA Form 8570~35 {9-97) Electronic and -Paperversfons available.- Submit only Paper version. A gency Internal Use Copy 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

-- - WASHINGTON, D.C. 20460 

Form Approved 0MB No. 2070-0060 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response 
for r~rngistration and special review activities. including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of 
this collection of information. including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency. 401 M Street, S.W., 
Washi_ngton. DC 20460. Do not send the form to this address. 

Datei,0ecember 20, 2013 

Applicant's/Registrant's Name &
1 
Address 

Applied Silver Inc. 
26254 Eden Landing Road 
Havward. CA 94545 

Ingredient: Silver (TGAI) 

DATA MATRIX 

I GuldBilAe Reference Number I I Guideline Study Name J MRID Number 

Signature 

~~~ 
EPA Form 8570-35 (9-97) Electronic and Pap'i!f lnly Paper version. 

EPA Reg No./File Symbol: 90335-X Page 5 of 6 

Product 

SilvaClean ™ 

Submitter Status Note 

EPA Silver RED {1992) PL 

EPA Silver RED (1992) PL 

EPA Silver RED (1992) PL 

EPA Silver RED (1992) Pl 

Applied Silver, Inc. Own 

Applied Silver, Inc. Own 

Applied Silver, Inc. Own 

Applied Silver, Inc. Own 

Applied Silver, Inc. Own 

Applied Silver, Inc. Own 

Name and Title I Date 
Sally Hayes. Agent 12/20/2013 

Public File Copy 
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Form Approved 0MB No. 2070-0060 .,.....,. UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

I, ~ 
I ,,. ,1 401 M Street, S.W . . 7 

WASHINGTON, O.C. 20460 
'. 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration actjvities and 0.25 hours per response 
for reregistration and special review activities. including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of 
this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S .W., 
Washington, DC 20460. Do not send the form to this address. 

! .... , 1 DATA MATRIX 

Date: December 20, 2013 EPA Reg No./File Symbol: 90335-X I Page 6 of 6 

Applicant's/Registrant's Name & Address Product 
Applied Silver Inc. 
262541:aen Landing Road SilvaClean ™ 
Havward. CA 94545 

lngredfent: Silver (TGAI) 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

: ....... ll,.,- - ........ .. 
....... . I>-· i- -...~•·r. --~'"""""" ai, Post Application Exposure 

OCSPP 875.2700 Product Use Information 49270914 Applied Silver, Inc. Own 

OCSPP 875.2800 Description of human activitv -· - · 4927091 4 Applied Silver, Inc. Own 

OCSPP 875.2900 Data reporting and calculations 49270914 Applied Silver, Inc. Own 

~!1!10 I t· •it-1• t •• 

I 

llj~~ . 

Signature >no~~k> Name and Title Date 
Sally Hayes, Agent 12/20/2013 

- --- -

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use-Copy 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Form Approved 0 MB No. 2070-0060 

Paperwork Reduction Act Notjce· The p~--~g bu-nIs colrectiori of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response 
for reregistration and special review activitie , , . ng timel . . ~J#e instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of 
this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137). U.S. Environmental Protection Agency, 401 M Street, S.W.. 
Washinqton. DC 20460. Do not send the form to this address. 

Date: December 20, 2013 

Apbt\c'aht's/Registrant's Name & Address 
Applied Silver Inc. 
26254 Eden Landing Road 
Havward. CA 94545 

DATA MATRIX 

I Guideline Reference Number I Guideline Study Name I I MRI□ Number I 

sigrff.lYr~ 
r J,-,1 ~~~ 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. 

1\ltiW-11'• flff' f 

EPA Reg No./File Symbol: 90335-X 

Product 

SilvaClean ™ 

Submitter 

Applied Silver, Inc. 

Applied Silver, Inc. 

Applied Silver, Inc. 

Name and Title 
Sally Hayes, Agent 

Status 

Own 

Own 

Own 

Public File Copy 

Page 6 of 6 

Note 

Date 
12/20/201 3 
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Silva Clean TM 

SilvaClean™ is an antimicrobial silver treatment for commercial and industrial use on fibers or textiles 

_ SilvaClean™ is effective in i~hibiting the growth of bactE:ria in products to which it is.applied. 

Products containing SilvaClean'M may not make claims of antimicrobial activity other than protection of 
the article itself against odor-causing, staining, or deteriorating bacterial in the treated article. This 
product does not protect users against bacteria, viruses or other disease organisms. 

SilvaClean'M is composed of: 

Active Ingredient: 
Silver* ......... ........................................................... 22.5% 

Other lngredients ..................... ........................... 77.5% 
Total ..................................................................... 100.0% 

* from silver nitrate. 

KEEP OUT OF REACH OF CHILDREN 
DANGER: Corrosive 
See back panel for first aid and additional precautionary statements. 

Net Contents: ___ _ 

EPA Reg. No. 90355-x 
EPA Est . No. xxx-xx-x 

Applied Silver, Inc. 
262p4 Eden Landing Road 
Hay ard, CA 94545 

\ 

I 

I 
-

Page 1 o i:.. 

\ 
\ 

l 

... 

;;. 



268

SilvaClean'"' is applied to or incorporated into industrial products listed below. For non-food contact 
uses only. 

FOR A PPLICATION IN COMMERCIAL AND INSTITUTIONAL SETTINGS 

Textiles made of: cotton and cotton/polyester blend. Example items include: pillow covers; sheets; 

blankets; bedspreads; apparel; uniforms; scrubs; lab coats; quilts; curtains; draperies; upholstery; 
towels; and shower curtains. 

DIRECTIONS FOR USE 

It is a violation of Federal Law to use this product in a manner inconsistent with its label. 

This product is registered as a microbiostatic agent for material preservation; neither this product nor 
the articles treated with this product may state or imply any public health claims. Articles or substances 
treated with this product w ill be exempt from FIFRA regulation pursuant to 40 CFR 152.25(a) if the 
intended use for incorporating this material into a treated article or substance is for the protection of 
the article or substance itself. 

SilvaClean™ is an antimicrobial silver application that provides 0.00013% to 0.0014% (1.3 ppm - 14 ppm) 
silver on fibers or textiles. The treatment level of SilvaClean1M for a product will depend on the specific 
needs of the manufacturer, the textile being treated, and the level and type of performance desired. 

Solution Preparation and Treatment: SilvaClean™ is a concentrate that must be diluted with distilled or 
deionized water before use. Treat textile by soaking in dilute aqueous solution and agitating for at least 
2 minutes. Contact Applied Silver, Inc., for dilution and t reatment instructions specific to your desired 
performance. 

Textile must be clean prior to the application of product. Retreat textile after each laundering. 

STORAGE <!nd DISPOSAL 

Do not conlaminate water, food, or fee'd by storage or disposal. 

Storage: s,I re ;n a safe manner only;, t,eas ;naccess;bfe to small cb;!dren. ~ re ;n odg;nal con[a;ne, ;, 
dark locati~n. Keep container tightly clOiSed when not in use. I : ' \ 

Pesticide o J posal: Pesticide wastes are oxic. Improper disposal of L cess ~ ticide, intermedia e 

mixtures, o~ rinsate is a violation of Fed ral Law. If these wastes ca~not be disposed of by use a9cording 
to label instriuctions, contact y~r State esticide or Environmental dontror·~A, ency, or the Hazar ous 
Waste repre~entative at the n$rest EP regional office for guidancel 

Container H4ndling: Non-refillable conta ner - do not reuse or refill t , is conTainer. Return contai er to 
Applied Silv~r, Inc. 

;,. ii - .,. . -
~! 

... __ 

_;,h ii' 
Page 2 of 3 12/20/13 ~ 7 ~ 
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PRECAUTIONARY STATEMENTS AND FIRST AID 

DANGER 
Corrosive 

Causes irreversible eye damage and skin burns. Harmful if absorbed through skin, swallowed or inhaled. 
D6 not get in eyes, skin or on clothing. Avoid breathing vapor or spray mist. Wear goggles, face shield 
and chemical resistant clothing (waterproof apron, waterproof gloves covering hands, wrists, and lower 
forearms). Wash thoroughly with soap and water after handling and before eat ing, drinking, chewing 
gum, using tobacco or using the toilet. Remove and wash contaminated clothing before reuse. 

First Aid 

If on skin : Take off contaminated clothing. 

Rinse skin immediately with plenty of water for 15-20 minutes. 
Call a poison control center or doctor for treatment advice. 

If in eyes: Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove 
contact lenses, if present, after the first S minutes, then continue rinsing. 

Call a poison control center or doctor for treatment advice. 
If swallowed: Call a poison control center or doctor immediately for treatment advice. 

Have person sip a glass of water if able to swallow. 
Do not induce vomiting unless told to by a poison control center or doctor. 
Do not give anything to an unconscious person. 

If inhaled: Move person to fresh air. 
If person is not breathing, call 911 or an ambulance, then give artificial respiration, 
preferably mouth-to-mouth if possible. 
Call a poison control center or doctor for further treatment advice. 

Have the product container or label with you when calling a poison control center or doctor, or when 
going for treatment. 

I 

ENVIRONMENT Ali.HAZARDS 
Do not\contaminai water when dif posing of equipment wash l..,aters. This product is toxic ~o fish a nd 

• i . b r· aquat,a inverte r es. = 
I i I 
I I -

-



*Confidential Statement of Formula may be entitled to confidential treatment*




